This report is required Dy law (7 USC 2143). Failure to report according to the regulations 

CCD 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND‘PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached form for 
additional information 


1. CeRTJRCATE NUMBER: 22-R-0001 
CUSTOMER NUMBER: 1 58 


Bell Labs Lucent Technologies 
600 Mountain Avenue 
P. O. Box 636 
Murray Hill, NJ 07974 

Telephone: (908) -582-5696 


Interagency Report Control No.; 


FORM APPROVED 
0MB NO. 0579-0036 






•J 


0 2 200 ?, 


3. REPORTING FACILITY { Ust all locations where animals were housed or used in actual research, testing, or expehmentalion, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY / Attach addttional sheets if necessarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Nurr4>er of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Nun^er of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1) Professionaily acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquiiizing drugs, ^or to, during, and following 
actual research, teechino, testing, surgery, or experimentation were followed by this research facility. 

2} Each principal irrvestKTator has oonsiderad alternatives to painful procedues. 

3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the fxindpal 

investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 



APHIS FORM 702 
(AUG 91 ) 






























'H'-iS reoon IS required oy law (7 DSC 2143). Failure to report according to t^e reguiaticns can 
nesult n ar. order to cease and desist and to de subject to penalties as provided for -n Section 2150. 


See reverse side fcr 

additional information. 


/ rW(Jotefagenc/ Report Control No 
dl80-lX)A-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

22-R-0005 


CUSTOMER NO. 

8203 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 



2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with U 

include Zip Code) 

N J STATE DEPT OF HEALTH & Sr. Svs . 

CN 360 

TRENTON. NJ 08625 

(609) 292-5847 


3. REPORTING FACILITY (Usl all locations where animals were housed or used m actual research, testing, teaching, of experimentation, or held for these purposes. Attach additional 
sneets if necessary.) 


FACIUTY lOCAnQHS(Sffes) 


See Attached Listing 

Laboratory Building - PHi&EL 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY fA/fach additional sheets if necessary or use APHIS FORM 7023A ) 

. — - - 

A. 

Animals Covered 

By The Animal 

Welfare Reguiations 

B. Numberof 
animals being 
bred, 

conditioned, or 
held for use in 
teacniog. tasting, 
experil neiiis. 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
cortducied 
involving no 
pain, distress, cr 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, . 
surgery, or tests were 
conducted involving 
accompanying pain or 
disiress iu the animais 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted invoiving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analge$ic or tranquiiizirg drugs would 

have adversely affected the procedures, results, or 
inierpr^tiort Of the leaching, researcfi, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F, 

TOTAL NO. 

OF ANIMALS 

(Cots, c 

C *»• c) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. NorvHuman Primate 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 


13. Other Animals 




ASSURANCE STATEMENTS 


1) Professionatty acceptable standards governing the care, treatment, and use of antmais. including appropriate use of anesthetic, analgesic, and tranquilizing drugs, pnor to, duiing. 
and fotfowing actual research, teaching, testing, surgery, or experimentation followed by this research facility. 

2} Each principal investigator has considered alt^atlves to painful procedures. 

3) This fadiity is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be spedfied and explained by the 
prindpal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of aH the exceptions it attached to this annual report. In 
addition to identifyir^ the lACUC^approved exceptions, this summary indudes a brief explanation of the exceptions, as wen as the speces and number of animals affected. 

4 ) The attending vetennarian for this research fadBty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATiJRF np r P n na iN<;TiTiiTinNAi ofpii^iai NAME & TITLE OF C.E.O. OR INSTTrURONAL OFFICIAL (Type or Print) | DAT 



DATE SIGNED 

PART 1 - HEADQUARTERS 


APHIS 
(AU^i 91) 


ch is obaoieta 



















T>i)s report is required by law (7 USC 2143) Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for m Section 2150 


See reverse side for 
additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

22-R-0012 


CUSTOMER NO. 
172 


Interagency Report Control No 
01 80-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

ETHICON, INC. 

P.O. BOX 151 

SOMERVILLE, NJ 08876-015 


3. REPORTING FACILITY (List ail locations where animals were housed or used m actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary. ) 



FACIUTY LOCATlONSfsrfes) 


ETHICON RESEARCH FOUNDATION 
SOMERVILLE, NJ 08876 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACUTY (Attach additionat sheets if necessary or use APHtS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, resting, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number!^ 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
acctxnparrying pain or 
distress to the animats 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching. 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or te^s. (An explanation of 
the procedures producing pain or (^stress m these 
animals and the rea^ns such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C ♦ 

0 + E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


Goats 


13. Other Animals 




ASSURANCE STATEMENTS 


1) Professioially acceptable standards governing the care, treatment and use of animals, including approbate use of anesthetic, analgesic, and tranquilizing drugs prior to. dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research faaiity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) TNs facility is adhering to the standards and regulations tvider the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
prinopal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptione is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as welt as the species and number of animats affected. 

4) The attending veterinanan for this research facility has appropriate authonty to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

I 

NAME S TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Type or Print) 

I ■ ' ■■ 

DATE SIGNED 

10/30/2002 



APHIS FORM 7023 
(AUG 91) 


(Replacee VS FORM 18-23 (Oct 88). which is obsolete 
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This report is required by law (7 USC 2143). Failure lo report according to the regulations DEC 0 2 20 ( 12 , 


lee attached form for 
dditional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0013 
CUSTOMER NUMBER: 1 03 


Worldwide Mobile Veterinary Unit 
8 Foxhunt Drive 
Rockaway, NJ 07866 

Telephone: (973) -538-6601 


Interagency Report Control N 


FORM APPROVED 
0MB NO. 0579-0036 


3. REPORTING FACILITY ( List alt locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 



Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being 
bred. 

cbnditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not yc 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted invc^ving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dcgs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards govemino the care, treatment, and use of an^is, include appropnate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, tasting, surgery, or experimentation were foliowed by this research facility. 

2} Each principal investigator has ctxisidered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explairied by the prirvapai 
investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary irvdudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research facility has appropnate authonty to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official } 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 


DATE SIGNED 


nl2^ 
























UNITFD STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. CERTIFICATE NUMBER: 

22-R-0016 

CUSTOMER NUMBER: 

r 

174 


FORM APPROVED, 
0MB NO. 


Johnson & Johnson Consumer Products, Inc. 

Johnson & Johnson Res. Found. 

Research & Development 
199 Grandview Road 

Skillman.NJ 08558 ^ 

.NOV 2 0 2002 

Telephone: (908) -874-1 350 


REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILFTY LOCATIONS ( Sitas ) • See Atached Ustirtg 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAClLiTY f Attach additional sheets If necassarv or use APHIS Form 7023A \ 



Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teachmg, 
testing, 
experiments, 
research, or 
surgery but not yc 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
coTHtucted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 
experiments, leadiing. 
research, surgery, or 
tests were conducted 
involving 

accorrpanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. hHimber of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted invcriving accompanying pain or distress 
to the animats and for which the use of appropriate 
anesthetic, arwigesic, or tranquiii^ng drugs would 
have adversely affected the procedvxes, results, or 
Interpretation of the teachirn). research, experiments. 

or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used nxjst be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



Dogs 


Cats 


Guinea Pigs 


Hamsters 


Rabbits 


Non>human Primate 


Sheep 


Pigs 


Other Farm Animals 


SURANCE STATEMENTS 


1 } Professionalty acceptable standards governing the care, treatment, and usa of animats, including appropriata uaa of anastatic, anaigaaic, and tranquitamg drugs, prior to, during, and followinQ 
actual rasaarch, taaching, tasting, surgery, or exparimantation wara fol l owed by this raaearch facility. 

2} Each principal investigator has oxisiderad altamativae to painful prooadurae. 

3) This facility is adherinQ to tha startoards and ragulations under the Act, and H has raqttired that axoaptions to tha standards mnti regtrlatione ba apedfiad and explainad by tha prindpel 
invastigator ar>d approvad by the Institutionel Artimel Care arto Use Commitlee (fACUC). A summery of all such exceptions Is attached to this arwniai report. In addition to ktontifying tha 
lACUC-epproved exceptions, this summery iixiudes e brief expleneticn of the exceptions, ss welt as tha species and number of animals sfTected. 

4) The attendirtg veterinarian for this research faolity has appropriate suthority to srtsure the provision of adeouete vetarinary care and to oversee the adequacy of other aspects of snimel care and 


CERTIFICATION BY HEADOUARTERS RESEARCH FACIUTY OFFICIAL 
( Chief Executive Officer or Legally Responsible Irtstttutkxtal Official ) 


DATE SIGNED 




( AUG 91 ) 



















1)1 I . ♦ ^ n'w 


Th;3 rtrccn IS rtQuirfcd By )BW f7 USC 2143). f^ailur*- v report according Iq regulaDons car 
'es’ju In an ordar to CMao and di^t and to bo ;c: to panaBtas )a providec fcr in Seciien 21 5C. 

UNfTED STATKD^ARTMtNTQP AGRICULTURE 
animal and PLAWT health INSPeCTlON SERvice 


Ste revarsa 5i0c tor 
addltlonsi infcm^ation. 


Yib bbyb P.05/09 

«KCT«»yw»iv; rvc^i i,v 

018G.DOA-AN 


1 . REGISTRATION NO. 

CUSTOSCKNO. 

22-R-0020 

175 


:/09 J 


ANNUAL REPORT OP RESEARCH FACILITY 

(TYPE OR PRINT) 



PORM 

OM6 NC. 0579-0036 


2. HEADQUARTERS RESEARCH FACJUTY (Nama andAdanti. aa /aomartOwSTSoT 
ine/poalJo Ccda) 

UNIVERSITY OF MEDICINE S DENTISTRY OF NEV^^ 
JERSY 

las S. ORANGE AVENUE 
MSB A-S04 
NEWARK, NJ 07101 
(973) 97M455 


2, REPORTING PAC1U7V (List ail locations whet^e antmaia ware nousad or uaati in actual researcn. testing, laacmAg. or expanmentation. or Miti tor tnasa purposaa. Auacn acQconai 
sNMts If nacawary.) 


PAOUTY LOCATtOf^fsdas) 


A-Level 

UMDNJ /New Jersey Medical School 





report op animals used by or under control Of RESEARCH FACLmT adottona/ artaatsIfnacamryo^UM AfH/SFORM 7Q23A) 


JL 


Animals Conrad 
By Tha Animal 
Welfara Raoulaiions 


0. NunOcrof 
Artimaia baing 
bred. 

fiondltionad, or 
held for usa in 
taadiing. testing. 
■)d>arimenls. 
f«iaarcn.or 
surgary bvi net 
yei used for such 
purposaa. 


C. Nunneeraf 
arsmalaupQn 
sihidt Itachlng. 


lasts ^rere 
eonduetad 
m^vmgna 
pain, distress, df 
useofpain- 
ralta^g drugs. 


0. Numoer of anumis upon 
lAMch axpartmanU, 
lasting, research, 
surgery, or tesis ware 
conduMd involving 
aocompanyirtg psm or 
distress to tha animalf 
and lor Which acprepHsie 
anastheUc, anaigeste. or 
irsnquiKzing dregs wars 
used. 


g. Numeer of animals upon wftien teaffttng. 
ailments, research, surgery or tests wtre 
conducted involving acconponying pain or otstrass 
to Lna animais and for which tha usa of soprepnote 
anastneiicanoigasie. or tranouillsng drugs would 
have advarsaiy atiactad (ha preowfurei. results, or 
interpretation of the teaching, raaaarch. 
a span m anti. surgery* or tests. fAn tatofananon pr 
fha pipcedurai prodtidng pain or OEfress in fhau 
sninafs and me reasons such dhigs ware not used 
must oe aaached (o fh^ mpeif; 


TOTAL NO. 
OP ANIMALS 

<CpU.C 4> 



4. Doge 


5. Cati 


9. Guinea Pigs 


stars 


8. RabbitB 


0. Norv^uman Primates 


10. Sheep 


11. Piga 


12. Other Perm Antmaia 


36 


44 


13 



13. other Animals 


Gerbils 





ASSURANCE STATEMENTS 


1 } Profasilonaily a ccep ta ble standards governing tna care. iraatmanL and use of animals, indurflng appreprtata usa of anesthetic, anpigesic. and tranquliising dregs, pnor to, during, 
and Mowing actual research, taachina teetinA sugary, or expcrtmentailon wars foDowad by Ms research facinty. 

2) Each pftndpai irrvestigaipr has cpnsrdared allamaUvas lo painful prectduros. 

3 ) This fbdBty Is sdhahng to the standards and rag^ations under the Act. and il has ratiUrod that excapcens to the standards and regulations oe specified and explained by the 
pnntfpal Investigator and approved by (he Instilutlonal Animat Cars and Use Commiitoe (tACUC). A iunwiiry of Hi the sxesptions is attached to this artmiai rapon in 
adoiiion to identifying the lACUC-approvad excapuons. this summary Indudes a BHef expianaocn or tna exceptions, as wail as the spcpcs and nurroer of antmeJs affected. 

4} The attending vatorinahan fgr this research fSeUity has appropilats authority to ensure the provision of adequate vatennary care and to oversee the adequacy of otfer 
aspects of animsl cere end use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chi«f ExBCUtivt OfflcBr or Logslly Rosponsiblo Institutional official) 

I certify that the sbove !$ true, correct, and compieie (7 U.S.G. Section 21 a3) 


DATE SIGNED 



t ttV t vs^see e 


(AUG 91) 


invffwbw rwmvi ta->M 9mft wrtKtt *9 wiivwt 
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report is required by law {7 DSC 2143). Failure to report according to the regulations DEC 0 4 2002 


See attached form for 
additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0022 
CUSTOMER NUMBER: 1 76 


Princeton University 
Office Of Research & Projects 
P.O. Box 36 
Princeton, NJ 08544 

Telephone: (609) -258-3090 


ol No.; 


Interagency Report Control No. 


FORM APPROVED 
0MB NO. 0579-0036 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 



FACILJTY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACiLfTY f Attach additional sheets If necessarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Numberof 
animals being - 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Numberof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of anirrals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing doigs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


1 2. Other Farm Animals 



13. Other Animals 


Marmosets 


Peromyscus Mic 




ASSURANCE STATEMENTS 


1) Profassionaily acceptable starxtards governing the care, treatment and uae of animals, including appropriate use of anastatic, analgesic, and trarx^Uzing drxjgs, prior to, during, and following 
actual rasaarch, taachina taatkig. surgaiy, or axparimantabon ware folicwad by this research fodiily. 

2) Each principal investigator has conskjarad altemativaa to pdnty procedures. 


3) This fodnty is adhar^ to the standards and ragui^ions under the Act, and it has required that exceptions to the standards and regulations be spadfiad and explained by the principal 
investigator and approved by the Institutional Animal Cara and Use Commtttaa (tACUC). A summary of alt such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptior». this summary indudas a brief explanation of the exceptions, as well as the spades ar^ number of animals affeded. 

4) The attending veterirtarlan for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


IN BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
tive OfRcer or Legally Responsible Institutional Official ) 



NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 


DATE SIGNED 


12 ^ 6-2002 


X3lete. 



























This report is required by law (7 USC 2143). Failure lo report according to the regulations 
can 

See attached form for 
additional information 


Interagency Report Control NfcT ; 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0025 

CUSTOMER NUMBER: 1 77 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Rutgers-State University Of Nj 
Research & Sponsored Programs 
P.O. Box 1059 

Piscataway, NJ 08854 

"01^2 9 20112 

> 

Telephone: (908) -932-2880 




3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necasaarv or use APHIS Form 7Q23A \ 


A. 

Aniniials Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expenmen ts. 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conduded 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which , 

expenments, teaching, ^ 
research, surgery, or - 
tests were conducted 
involving 

accompanying pain or 
distress to the anirnals 
and for which . 

appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affeded the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
produdng pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

8 

24 



24 

5. Cats 

2 

3 

8 


11 

6. Guinea Pigs 


10 

275 


285 

7. Hamsters 






8. Rabbits 

5 

1 

50 . 


51 


9. Non-human Primate 


10. Sheep 

10 

11. Pigs 

40 

12. Other Farm Animals 


Deer 

25 

13. other Animals 


Gerbils 

16 





Spiny Mice 





1} Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anestetic. analgesic, and tranquilizing tfrugs. prior to, during.' and following 
actu^ research. teachUig. testing, surgery, or experimwitatitm were ft^lowed by this resetfch facility. 


2} Each principal irwestigator has considered alternatives to pairrful procedures. 


3) This facility is adhwing to the standards arul regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the institutional Animal Care and Use Committee (tACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as welt as the spedes and number of animals affected. 

4} The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary cara and to oversea the adequacy of other aspects of animal cars and 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Offlciat ) 


PE SIGNED 


APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete. 




















































Rutgers, The State University of New Jersey 


The following sites have been combined into one site: 
Busch Campus 

Nelson Biological Laboratories, D108 
604 Allison Road 
Piscataway, NJ 08854 

Cook Campus 

NJ Agricultural Experimental Station 
PSARF Complex & Bartlett Hall 
New Brunswick, NJ 0890 1 

Newark Campus 
Smith & Aidekman Halls 
1 97 University Avenue 
Newark, NJ 07102 


The following site has been deleted; 

Camden Campus 
Biology Department 
Building 7002 Science 
Camden, NJ 08101 


This report is required by law (7 DSC 2143). Failure to report according to the regulations See attached form for interagency Report ControJ No.; 

can additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 

1. CERTIFICATE NUMBER: 22-R’0028 


FORM APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


0MB NO. 0579-0036 


CUSTOMER NUMBER: 1 68 




Bristol-Myers Squibb Company 



ANNUAL REPORT OF RESEARCH FACILITY 

P.O. Box 4000 



(TYPE OR PRINT) 

Princeton, NJ 08543 

Me 



Telephone; (609) -252-4000 

^ 2002 

Lawrenceville, NJ 

Attachment A #1 




3. REPORTING FACILITY { List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach additional sheets If necessarv or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

1 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not y€ 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

13 

0 

59 

0 

72 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

1 

23 

276 

0 

299 

7. Hamsters 

14 

4 

3 

0 

21 

8. Rabbits 

0 

0 

13 

0 

13 

9. Non-human Primate 

24 

1 

70 

0 

95 

10. Sheep 

0 

0 

% 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 











V 

r 


1 . .. 












ASSURANCE STATEMENTS 


1) Professionally acceptable standards govemirtg the care, treatment, and usa of animals, including appropriate use of anestetic, analgesic, and tranquilizing doigs, prior to, during, and following 
achial research, teaching, testing, surgery, or wcperimentatton were followed by this research facility. 

2) Each prirKipal investigator has considered alternatives to painful procedures. 

3) This facility is actfiering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the principai 
investigator and approved by the Institutional Animal and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC<approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affectad. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterin^ care and to oversee the adequacy of other aspects of animal care and 


SIGNATURE OF C.E.O. < 


APHIS FORM 7023 
( AUG 91 ) 































































See attached form for 
additional information 


Interagency Report Control No.: 


This report is required by law (7 ‘JSC 2143). Fai'"'‘e *3 report according to the regiHatic. . 


can 


UNITED STATES DEPARTMENT Or AGRK ULTURE 
ANIMAL AND PLANT HEALTH INSPEC DON SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Somerville, NJ 


1. CERTIFICATE NUMBER: 22-R-0028 
CUSTOMER NUMBER: 1 68 


FORM APPROVED 
0MB NO. 0579-0036 


Bristol-Myers Squibb Company 
P,0. Box 4000 
Princeton, NJ 08543 

Telephone: (609) -252-4000 



Attachment A #3 



3. REPORTING FACILITY ( Ust all locations where anirrals were housed or used in actual research, testing, or expenn^enlation. or held for these purposes. Attach additional sheets if nece.isary ) 


FAClLnY LOCATIONS ( S:tM ) • See Atached Listing 


. lEPw » . OF ANIM LS * D BY OR UNDER CONTROL OF RESEARCH FACILnTY ( Attach ar^dltlj.ial sheets If necessarv or use APHIS Form 7023 A ) 


Animair Cov»rad 

By The Animal 
Welfara Regulations 

. Number of 
;>nimals being - 
ured. 

conditioned, or 
held for use in 
teaching, 
testing, 
expen men ts. 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
expenments. or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of anirr Is 
upon which 

expenments. t..a-hing. 
research, surgery, o 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 

E. Number of animals upo'i which teaching, 
expenments. resea'^ii. surgery or tests were 
conducted involving accompanying pain or distress 
to the animals ar.d for which the use of appropnate 
anesthetic, anrigestc, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments, 
s jrgery, or tests. ( An explanation of the procedures 
prod /dng pain or di.-tress in these animats and the 
.'e' sens such drugs were not .-sad must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 



j 



5. Cats ! 


' 1 

i 

1 



6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-human Primate 

150 



1 


10. Sheep 






11. Pi^ 






12. Other Fami Animals 








« 

{ 

• 

• 


13. Other Animals 


... 1 . 

• 

d 




s 

w 

% 

• « 



! 

> 



. » 

i 







1 

1 




ASSURANCE STATEMENTS 


1 } Professionally acceptable starxlards governing the care, treatment and use of artimais, indudino appropriate use of arteatetic, analgesic, and tran^lizing dni.nt pnor Ic. duing, and following 

actual rMoerch, teaching, tasting, surgery, or experimentation were followed by this research fadiity. 

■ 

2) Each prindpal ifTvsatigator has considered altamativea to painful procedures. 


3) This facility is adiaring to the standards and regulations ur)dar the Act, and it has required that axceptiona to the standards and re^uiationa be specified one* explained by the prindpal 

investigator and approved by the Institutional Animal Care arxl Use Committee (lACUC). A summary of all such axcapdona la attached to this anniu.' • sport. In addition to idantifying the 
lACUC-approved exceptions, this summary indudea a brief explanation of tha exceptions, as well as the spades and number of animals affaded 


4) Tha atter)ding veterinehan for this research fadiity has appropriata authority to ormxe tha provision of :idaquata vatarinary care and to oversee tiie idei’uacy nt ottiet vrpeds of animal care arxl 





4 4 
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’Tnis^copiTG.'a./.S^BM Dy (7 USC 21 a 3). Pailurq U3 rgoort acceding lo ^^e 'egujatlora 


364 6rt3cn6d form For 
sdoiUcnai infcrmsticn 


Intoragancy Report Conlroi Ho. 


wNlTED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. CERTIFICATE NUMBER; 22-R-0028 
CUSTOMER NUMBER: ^ 63 


-CRM APPROVED 
0MB NO. 0573-C038 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Hopewell (Pennington) NJ 


Bristol-Myers Squibb Company 
P.0, Box 4000 
Princeton, NJ 08543 

Telephone; (609) -252-4000 


Attachment A #4 


Me 


Od 


2002 


3. REPORTINC FACIUTY ( Lifil dil ioeatio^ts vwrtere animala were nousee or used <a adust researen. testing, or expertmenuiion, or neid for tnose ourposes. Attach aodlUonat sheets if necttavy ) 


FACILITY LOCATIONS ( Sttaa ) • See Aiached Listing 


REPORT OF Af MMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additlanai aheata If necessary or uio APHIS Form 7023A \ 


Anirnaii Covered 
8y The Animal 
Wetrare Regulations 


Nufflfieraf ; 
animals 6Qtng 
srse. 

scnditioned* or 
nac for u&a »n 
teaching, 
testing, 
excenirents. 
rscearch, or 
surgery gut not yg 


Numoef of 
animals uoon 
‘^len teaening, 
fcioaren. 
expenmenls. or 
\9SM w«rs 
conducted 
involving no 
pom. distrtss. or 
use of Odin- 
relieving drugs. 


Number of animgis 
uDon wnicn 
expenmanta. teaching, 
reaearen, aursery. cr 
(9sts wars conduetsd 
involving 

accomparrying pain or 
distross to tno animpis 
and forwhten 
dcpropnaia anastnstic. a 


! E, 


Nu/rter or animais upon wnien teaching, 
expenmems. research, surgery or leaia were 
eanducted invoiwnd oceemoenytng pain or distress 
to the animats snd ferwnicn me use sf aeerepnate 
cnoatnetie, anaigcsic or tranoutllang qags would 
have adversely affected the proefidureo. reautti, or 
inlgrordtatlon of the leaching, research, expenmenta. 
surgery, or tens. ( An eipieruaiion of the procedurds 
praduang pain or dlatreas in iheee animats and the 
reasons such drugs were net used must be ettached lo 


TOTAL NUMSER 
OF ANIMALS 

( COLUMNS 
CtD*E) 


4 Dogs 


s. Cats- 


N/A 


s. Guinea Plg9 


, 7. Hamstaft 


8. Rabbits 


9. Non-numan Phfnata 


10. Sheep 


11. Pi^ 


N/A 


N/A 


12. Ollier P«rm Anmal$ 


N/A 


13. Other Antreala 


Xenopus 



\) P r c f e ai io na ity iceaptaMe eteneama govamei g ffie care, mtmem, end uee q< enimaie, inemdlng appropneie uee of eneetette eneigeiig, end tranquiilztngdruei, prior te, durtng, end fed^ving 
R<dust re se er cfi, Moehing, teMPia surgery, or s geri ms ra e den were faH ew d by etii rasaend i facHey. 



2} Seen pnrioeBl Invoidgeiar hae considered anarneihres n poinfUi piDeeduree. 

Z) This MdUiy is adherina to tna sianderda «id raguiatiena under tna ao, and it has required that snactifini to tno standards and regulations Ds tpsediad and axatainad by the principal 
mvsjKigeMr ana spprevod ey tne instiutionoi Ariimai cars and Use Comminaa (lACUCL A simwnary of all such iKespdona le eitacfiad to tnie ennusl rapoft in addition n ioenuying vm 
iACUC<eppn9ved dMeg i d n i. tn»i luflwnery Indudee • brief asplaruelen cd the snaetlonf , n wad aa ma apedaa and number of animelf affecssi 

Ths Bderdlng vatartnarian for diia r o aeaich fadtrty haa a p prop ne ta sumonry to sniure tna provtston of sdaquate v t anna i y care and to ovanea ffta addquaoy of dinar aapoas of aniinal care and 


3Y HEADQUARTERS RESEARCH FACILfTY OFRCIAL 

I Cfficir or Legaihr Rtspenelblt Inetltutlenal Offidal ) 


SIQNATURfiOF C.S.O. 


APHIS FORM 7023 
( AUG 91 ) 


I MAMO A rm IS oa c P n an uujtTmmOMAL QPsnriAi t 7m<w pxm 


I date SIGNS! 

f/hx-/ 




k‘- 
























This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result m an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

22-R-0031 


CUSTOMER NO. 

179 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

NEWARK BETH ISRAEL MEDICAL CENTER 
201 LYONS AVENUE 
NEWARK, NJ 07112 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary ) 


FACIUTY LOCATIONS(srfes) 


NEWARK BETH ISRAEL MED CTR 
NEWARK, NJ 07112 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addttrona/ sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, tasting, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conduded involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing dnjgs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conduded involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic. or tranquilizing drugs would 
have adversely affeded the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures produang pain or (^stress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C 
D^E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 


13. Other Animals 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of ane^hetic, ^algesic, and tranquilizing daigs, prior to. dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal irtvestigator has considered alternatives to painful procedures. 

3) This facifity is adhering to the ^andards and regulations under the Act, and it has required that exceptions to the standards arxl regulations be specttied and axplainad by the 
principal investigator and approved by the Institutionai Anim^ Care and Use Conxnittee (lACUC). A summary of ail the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as weti as the spades and number of animals affected. 

4) The attending veterinanan for this research fadlity has appropriate ajtiionty to ermtre the provision of adequate veterinaiy care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutionai official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 
11/26/2002 



APHIS FORM 7023 
(AUG 91) 


(Replacee VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 

























This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See attached form for 
additional information 


Interagency Report Control No. 


1. CERTIFICATE NUMBER: 

22-R-0034 

CUSTOMER NUMBER: 

727 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Nextran Company 
303-B College Road East 
Princeton, NJ 08540 

Telephone: (609) -243-0009 


OCT Si 



3. REPORTING FACIUTY { List all locations where animals were housed or used in actual research, testing, or expeh mentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being' 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expehments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain* 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
expehments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expehments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or disb’ess in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



- 3^0 


5 





/5 8 5 



1 ) Professionally acceptable ^andards governing the eve, treatment, and use of animals, including approph^a use of anestetic, analgesic, and banquilizing drugs, prior to, duing, and following 
actual research, teaching, tasting, surgery, or oxparimantation ware folkjiwad by this rssaarch facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the prirwipal 
investigator and approved by the tnstitutionai Animal Cara and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary inductee a bri^ explanation of the exceptions, as well as the spades and number of animals affected. 

4) The attending vetennarian for this research fadlity has appropriate authority to ensure the txovision of adequate veterinary care and to oversea the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legatly Responsible Institutionai Official ) 


SIGNAT 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 


DATE SIGNED 

lohloA 


APHIS F^ 
{ AU 


'8). which IS obsolete. 























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number; 22-R-0034 

Customer Number 727 

Facility; NEXTRAN COMPANY 

303-B COLLEGE ROAD EAST 
PRINCETON. NJ 08540 
(609) 243-0009 


NEXTRAN COMPANY 
901 CARPENTER RD. 

ALBANY, OH 45710 

ROCHESTER SWINE FACILITY 
3400 22NDSTNW - 
ROCHESTER. MN 55901 


This report rs required by law (7 USC 2143). Failure to report according to the regulations 
can ^ * 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


DEC 0 9 2002 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached form for 
additional information 


Interagency Report Control No. 


1. CERTIFICATE NUMBER: 22-R-0037 

CUSTOMER NUMBER: 752 

FORM APPROVED 

0MB NO. 0579-0036 

Rider University 

2083 Lawrenceville Road 

Lawrencevilie, NJ 08648 

Telephone: (609) -896-5010 



3. REPORTING FACILITY ( Ust all loca&ons where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets If necessary ) 


FACILITY LOCATIONS Scieoce & Technologv Center - Room S-1 51 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILFTY I Attach additional shaati If nacaaaarv or us* APHIS Form 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulatlone 


4. Dogs 


5. Cats 


6. GuinaaPIgs 


7. Hamsters 


8. Rabbits 


9. Non4njman Primate 


to. Sheep 


11. Pigs 


12. Other Farm Anknais 


Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not yc 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests weft 
conducted 
involvir>g rH> 
pain, distress, or 
use of pain* 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
expehmants. research, surgery or tests were 
conducted irtvolving accompenyirtg pain or distress 
to ttte animals and for which the use of spprophate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, rasulls. or 
intwprelation of the teaching, research, expenments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C4-D + E) 



1} Professionatty acceptable standarda governing the care. treednenL end uae of animiria, including appropriate uae of aneatedc. anaJgealc; and trvxiuinzing drug*, prior ts, during, and follOMdr^ 
actual raaearcit, teaching, teatfng. sugary, or a)qpermntetfon ware followed by this reaearch tediity. 

2) Each principal inveedgator hea considered attemadvea to palnfU prooadurea. 

3) This facility it adherfog to iha etendarda arxl raguladona under the Act, and it has nsquirad thte socoaptions to the standards and raguladons be spaciflad and explained by the principal 
investigator and approved by the Inadtutlonal Animal Cara and Use Committee (lACUC). A summary of all such excapdona la attached to this annual report In addition to ktentlfying the 
lACUC-approved soocepdona, dtla aummary Indudaa a brief explanalion of the agcoapdoni, ae well as the apedea and number of anlmala affected. 

4) The attending veterinarian for this reaavch facility has appropriate authority to enaue tha provlaion of adaquate veterinary care and to oversee the adequacy of other aspects cf animal cars and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive OfRoer or Legally Responsible !nstttiitk)ntl Official ) 


tuAkic s Tin c oc r c n no tiucTm mniuAi ncctniAi / ^ o***# 


CATE SIGNED 

/A 2 Afi 


which IS obsolete. 


























This report is required by law {7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


.0£C 0 2 Pnnp See attached form for 

additional information 


1. CERTIFICATE NUMBER: 22-R-0038 
CUSTOMER NUMBER: 677 


Bracco Research Usa, Inc. 
305 College Road East 
Princeton, NJ 08540 

Telephone: (609) -514-2437 


Interagency Report Coniro 


FORM APPROVED 
0MB NO. 057S-0036 



3. REPORTING FACILITY ( List all locations where antmais were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary ) 


Bracco Research USA facility LOCATIONS! sites >. see AlachedUstlng 






REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets If necessary or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of _ 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



C. Number of 
animals upon 
which teaching, 
researdi, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 


E. Number of animals upon which teaching, 
e^qseriments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranqutlizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expehments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



ASSURANCE STATEMENTS 


1) ProfMsionally acceptable starxlards governing the care, treatment, arxf use of arwnais, including appropriatm usa dt anestetic, analgesic, and tranquilizino drugs, prior to, i^ng, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the institutional Animal Care and Use Committee (lACUC). A summary of ail such exceptions is attached to this annual report in addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the spedss and number of animals affected. 




4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animai cara and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
/ Executive Officer or Legally Responsible Institutionai Offictai ) 


1 NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Prmt 


DATE SIGNED 


(AUG 91 ) 


s obsolete. 





















































Tfiis report is required by law (7 USC 2143). Failure lo report according to the regulaiions 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


OCT c5 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached form for 
additional information 


1, CERTIFICATE NUMBER: 22-R-0064 
CUSTOMER NUMBER: 1 82 


Ortho-Clinical Diagnostics, Inc. 
Regulatory & Clinical Affairs 
1001 U.S. Highway 202 
Raritan, NJ 08869 

Telephone: (908) -218-8177 


Interagency Report Control No.; 


FORM APPROVED 
0MB NO. 0579-0036 


IDll 


u 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teazling, 
testing, 
experiments, 
research, or 
surgery but not y€ 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving dnjgs. 


Number of animals 
upon which 
expenments, leaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Oogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


1Z Other Farm Animals 



1 208 

218 

0 

426 



1 ) Professionaily acceptable standards governing the care, treatment, and use of anifnala, ir)ciuding appropnate use of snestetic, analgesic, and tranquilizing drugs, prior to, during, and fbKowirrg 
actual research, teachmg, testing, surgery, or experimentation wars followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by die principal 
irtvestigator and approved by the Institutional Animal Cara and Use Committee (lACUC). A sunwnary of all such exceptions Is attached to this annual report In a<Mition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4} The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
/ Q,. Legally Responsible InstitirtionaJ Official ) 




NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL f Tvoe or Print 


I DATE SIGNED 




























APHIS Form 7023 Site List 



The following sites have been reported by the facility: 


Registration Number: 22-R-0064 

Customer Number: 182 

Facility: Ortho-Glinical Diagnostics, Inc. 

Regulatory Affairs 
1001 U.S. Highway 202 
Raritan, NJ 08869 
(908) 218-8177 


Ortho-Clinical Diagnostics, Inc. 

Building K 

1001 US Highway 202 
Raritan, NJ 08869 

Sterlingbrook Equine Trauma Center 
City Route 513 Box 344 
Pittstown, NJ 08867 

Robert Wood Johnson-Pharmaceutical Research Institute 
Farming Complex (RWJ-PRI) 

County Highway 513 
Pittstown, NJ 08867 


I 



c:t -.0 - 

This report is required by taw (7 USC 2143) Failure to report according to the regulations can See reverse side for Interagency Report Control ^ 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150 additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TfPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

22-R-0065 183 

FORM APPROVED 

OM8 NO 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
indude Zip Code) 

WILLIAM PATERSON UNIVERSITY OF NEW JERSEY 

300 POMPTON ROAD 

WAYNE. NJ 07470 
(973) 720-2480 

3. REPORTING FACILITY {List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attacn additional 
sheets if necessary ) 


FACILITY LOCATIONSfs/tes; 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additionai sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use m 
teaching, testing, 
expenments. 
research, or 
surgery but not 
yet us^ for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
expenments. or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E, Number of animals upon which teaching, 
exp^iments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing datgs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress m these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 
D-i-E) 

4. Dogs 





_Q 

5. Cats 





0 

6. Guinea Pigs 





0 

7. Hamsters 





o 

8. Rabbits 





0 

9. Non-Human Primates 





0 

10. Sheep 





0 

1 1 . Pigs 





0 

12. Other Farm Animals 





0 







13. Other Animals 









O/V 






// euj ^ i 



'■lece 'TMiJ’j 

£ A/t 

le 






f 

ASSURANCE STATEMENTS 


1 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizirtg drugs, prior to, dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations ur>der the Act, and it has required that exceptions to the standards acKj regulations be specified and explained by the 
principal investigator and approved by the In^tutional Animal Care and Use Committee (lACUC). A summafy of aU the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animats affectad. 

4) The attending veterinanan for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the ab ove is tnje, correct and complete (7 U.S.C. Section 2143) 

I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


iS), whiw. 


(AUG 91) 


DATE SIGNED 


^l± 


EADQUARTERS 



i t 


2002 


This repc li requirec* oy law (7 DSC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional information 


Interagency Report 


5rl f ontrol No 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER; 22-R-0066 

CUSTOMER NUMBER; 1 04 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

University Of Medicine & Dentistry Of Nj 

Robert W. Johnson Med. School 

675 Hoes Lane 

Piscataway, NJ 08854 

Telephone: (732)^S^«5: 235-4570 


3. REPORTING FACILITY ( List alt locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if or use APHIS Form 7023A ) 


Animats Covered 
By The Animal 
Welfare Regulations 


Nun^er of 
animals being 
bred. 

cnnditio'*ed. or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Nurr^er of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Nurr^er of animals 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving acconnpanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments, 
surgery, or tests. { An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANtMd LS 

( COLUMNS 
C+D+E) 



4. Dogs 


5. Cals 


6. Guinea Pigs 


7. Hauisters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


19 


0 


2 


0 


268 


0 


5 


28 


0 


1 ) Professionally eccaptabla standards governing the care. treetmenL and use of animals, including appropriate use of anestetic, analgesic, and tranc^ilizing drugs, prior U), during, and following 
actual research, teaching, tasting, surgery, or expernnentation were followed by this research facility. 

2) Each prfocipai irwestigafor has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that axceptions to the standards and regulations be specified and explained by the principal 
investigatof and approved by the institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annuaf report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spades and number of animals affected. 

4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


qir:ws Ti jpp np r. P n op iw^iTiTi jtjonai npcirui 


I NAME A TITLE OE C.E.O OR INSTITUTIONAL OFFICIAL f Tvo# ar Print 


DATE SIGNED 


{ AUG 91 ) 











































All redactions on this page are pursuant to (b)(6) & (b)(7)(c). 


APHIS Form 7023 Site List 
The following sites have been reported by the facility. 


Registration Number; 22-R-0066 
Customer Number: 1 84 

Facility; University of Medicine & Dentistry of New Jersey 

675 Hoes Lane 
Piscataway, NJ 08854 
(732) 235-4570 


Vivarium 

Education and Research Building 
401 Haddon Avenue 
Camden, NJ 08103 

UMDNJ-Robert Wood Johnson Medical School 
Medical Education Building 
One Robert Wood Johnson Place 
New Brunswick, NJ 08901 

UMDNJ-Robert Wood Johnson Medical School 
Basic Science Building, RBOl 
675 Hoes Lane 
Piscataway, NJ 08854 

Barton’s West End Facilities 



161 Jane's Chapel Road 
Oxford, NJ 07863 



lZi-2'223 12-37 ^S 2 .- -^-.3 -l 

TTits .'Cflort :s reauirsa sy law (7 USC 2UJ>. rinurq ;c rec-^n 3c;rrc..^g lo :r:e re^iaijcns zsn 
r-esuii ift ar. arCar lo caase and casts: arc :o ce £uej«ict :o canal liis Ji provicac 'cr Sdcnon 21 SC. 


See 'evaf'e siCe ‘■y 
jCcincrai r.'crrratipn. 


'ntaracenc/ ^-tocr. Ccrirc; Me 
aiK-CC^-AN 


UNITED STATES DePAflTMENT OF AGRICUCTURE 
ANIMAL ANO ?»J^NT HEALTH INSPECTION SERVICE 


■■ /nn- 


1. registration sc. 
22-R-0075 


CUSTOMER NO. 
188 



ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILfTT (Name and Acarass. 3S ra^isterfc vyiftt iJ$OA. 
■rtc/uaa Zv Coda) 

GIBRALTAR LABORATORIES. INC 
122 FAl.RFIELO ROAD 
.= airfield. NJ Q7004 
{S7S1 227-0882 



3 . REPORTING FACIUTY tust all lootrons wnera animals v*cf« housefl cr used tn acAiai researen. tesiinq, laacninc, or axoanrrdr.tatton, or neid ^cr iheso purooses. Anacft accangrai 
snaets if neccasary.) 


PAOUTY LOCATlONSfsdasj 


See Attacnea Ustrng 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACtUTY (Aiiac^ adCmtaJ sn96ts ^/ncccszjry ar uia FCPM 7022A J 


Ammaia Covarad 
8 y Th 6 Arumol 
•vaifara Re^atiens 


4 Cogs 


3 . CdU 


S. Guinea Pigs 


7. Hamstera 


3. RacDlls 


9. Non-Human Primates 


10. Sheep 


11. Pips 


1Z Other Parm Animaia 


13. Oirsdf Animals 


NumParof 
anfirals bong 
brao, 

concirionea. zr 
naid uso in 
laacning. testing, 
»xo 8 nment 2 . 
-researen, or 
surgery but no: 
/at used for such 
purposes. 


Nurroerof 
animals upon 
y¥TOch taacnjrtg, 
researtn. 
ftxcenmems, or 
tests ware 
conducted 
invol'nng no 
pain. Oisinsa. or 
use of cam* 
raiievtng SAjgs. 


Q. Nump«r ot animats upon 
-Allien exoenmsnts. 
teaentnp. researen. 
surgery, or tests wei e 
conducted invciwmg 
accampanying pain or 
distress to me ammato 
and for virtcn aopfcprtsic 
on esthetic, snA'gesic. a-* 
iranq-jtiizing drugs 
used. 


.Nufr»-r of ammois uoon wmen teacning. 
»carmert 3 . reaearen, surgery or ta33 *fere 
csrcLCted involving acccmpanytng pain cr ospass 
to me anirrais sne for -ivhicn me use of appropnaia 
3p^3•.^e^lC.a.^algeslc or iranQOiI.z!ng drugs vvoud 
.-^vc ijovena;/ affected the procadures. results, or 
irtfifcretsv. 3 r. of t.a teacning, reseorch, 
e/cer;nen!2. surger/, or lasts. (An expiananon of 
tfia cidcecure: produang satn or distress in these 
.7r.rna-j ird the ^aosans such drugs were not used 
:r?iw.' oa stTacned to tn.-s resort) 


O 


O 


0 


C 




0 

( 

0 

_ 0 


total so. 

ZF ANIMALS 

(Cels. C ♦ 

3 « E) 





( 

0 

{ 

G 


0 

0 



assurance STaTEMCNTS 


1) Professionarty acoaptaue standaroa governing the care. irestmenL and uie of animals. uiauc«/ig sepicpnaie usa a'ancstheo:. araicesic snd wpnauiliaro droes, bHot *0 duhre 
and foilo^ng acsual resaaitn teaching, tesflnp, surgery, or aaoerUncnailgn -iwa fsKoiMd by this rateamh ^adiir/. 

2\ £acn onnopai invesocater has considered aiternadves to painful procadi/es. 

3| This factiicy is adftenng to tne standards and regulations uncer tne Aa and -t has reouired that e3tcactlcr^s la the stancarcs arc -cg-jiaflons se icedf»cd and explained by r.e 

*"• Care and Use Committee (lACUC). A lummaiy of a« the exeapdon. is atsened to tW« annual report, 'n 

sddtuon re icen-/ying -he lACUC-acproveo excecdons. mis summary tndudes a bnsl exptanatien gf me excepitens, 53 wen as :he ipsccs and numoer of aiymals affected. 

raolity hss aopreonate auinority to enaurs me oreviaicn of adequoi. reienrary ar- ane re oversee me adoouacy cf ether 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responeibie Inetitutionai official) 

- I oertjh/ that tha atiova Is true, corraot. are# comoien* rr 1 1 5; r* 



DATE SIGNED 


APHli 

(Au(i 9 i; 


I ‘ II 

1 • headquarters 
















This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional information 


Interagency Report Control No. 



FACILrnr locations ( sites } • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarv or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The i^imal 
Welfare Regulations 

B. Nurrijer of 
attiniaia beiiig 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not y€ 

C. Number of 
anititals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic analgesic or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. { An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

total NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

(D 

O 

o 

O 

o 

5. Cats 

O 

o 

o 

o 

o 

6. Guinea Pigs 

\0 

o 

lO 

o 

lo 

7. Hamsters 

o 

o 

o 

O 

o 

8. Rabbits 

\0 

o 

lo 

O 

lo 

9. Non-human Primate 

o 

o 

o 

o 

o 

10. Sheep 

o 

0 

o 

o 

o 

11. Pigs 

o 

o 

o 

o 

o 

12. Other Fann Animals 

o 

o 

o 

o 

o 







13. Other Animals 

o 

o 

o 

o 

o 






■’« 













I ASSURANCE STATEMENTS 

k 


I 


1) Professk^ly accapt^e standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgasic, and trar>quilizing dnigs, prior to. during, and following 
actual research, teaching, testing, su^jery. or experimentation wera followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standvds and regulations be specified and explained by the principal 
investigator and approved by the institutional Animal Care wid Use Committee (lACUC). A summary of all such exceptions la attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summ»y includes a brief explanation of the exceptions, as well as the species and number of animats affected. 

4) The attending veterinarian for this rasearch facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Offidai ) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL | NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 





































































This report is required by law {7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


)V 18 ?Dfl? 

i. U See attached form for 

additional information 

Interagency Report Control No.: 

1. CERTIFICATE NUMBER: 22-R-0086 

CUSTOMER NUMBER: 191 

FORM APPROVED 

0MB NO. 0579-0036 v 

1 \\ 

Nabisco, Inc. 

161 Sanitarium Road 

Sherburne, NY 13460 


Telephone: (607) -674-9414 



3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necessary or use APHIS Form 7023A \ 



Animals Covered 
By The Animal 
Weitars Regulations 


Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expenments. 
research, or 
surgery but not yc 


Number of 
animats upon 
which teaching, 
research, 
expenments. or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain< 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
approphate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the leaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
produong pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. NoT'human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1 ) Professionalty acceptable standards governing the care, treatmont, and use of animals, including appropriate use of aneatatic. analgesic, and tranquilizing drugs, prior to. during, and following 
actual raaearch, teaching, testing, sc»gery, or experimentation were followed by this research fadtity. 

2) Each principal investigator has considered altematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations bo spedfiod and explained by the prindpal 
investigator and approved by the institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to owsee the adequacy of other aspeds of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


^AL OFFICIAL 


MAMr Z Tm C nc r C n no IMQTITI irinWAl nCCir.lAI t T\ynm nr Print 


i DATE SIGNED 





FORM 18-23 (OCT 88). which is obsolete. 



















This report is required Dy law (7 USC 2143). Failure to report according to the regulations 
can 


DEC 0 9 2002 See attached form for 


Interagency Report Control 


additional information 



UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R'0099 
CUSTOMER NUMBER: 1 94 


University Of Medicine & Dentistry Of Nj 
School Of Osteopathic Medicine 
2 Medical Center Drive 
Stratford, NJ 08084 

Telephone: (856) -566-6119 


FORM APPROVED 
0MB NO. 0579-0036 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expenments. 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
reiievrng drugs. | 

D. Number of animals 
upon wnich 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon \^ich teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

O 

> 

j 


0 

5. Cats 

0 

% 

t-' 


o 

c 

6. Guinea Pigs 

c 

o 

O 


0 

7. Hamsters 

c 

o 

o 

0 

o 

8. Rabbits 

t! 


0 

o 

0 

9. Non-human Primate 

0 


0 

o 

o 

10. Sheep 

c 

C'" 

O 

c 

0 

11. Pigs 

0 

c 


0 

3 

1 2. Other Farm Animals 

0 


o 

6 

o 







13. Other Animals 

0 

O 

o 

e 

o 








1 






1 

1 






I^ASSURANC^TATEMEN^ 


1} Professionelly acoeptabie standards governing the care, treatment, ^ use of animals, including appropriate use of anestetic, analgMic, and tranquilizing dnjgs, prior to. during, and following 
actual resaarch. teaching, testing, surgery, or expmmentation were followed by this research facility. 

2) Each principal invMtigator has coruidered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptiorrs to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care ar^j Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the spades and number of animals affected. 

4) The attendir^ veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects ^ anim^ care and 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 



(AUG 91 ) 



















































This report is required by law (7 USC 2143). Failure lo report according lo the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


NOV 29 M2 


See attached form for 
additional information 


Interagency Report Control No. 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0104 
CUSTOMER NUMBER: 1 98 


Center For Molecular Med & Immunology 
520 Bellville Ave 
Belleville. NJ 07109 

Telephone: (973) -844-7000 


FORM APPROVED 
0MB NO. 0579*0036 


3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or expenmentalion, or held for these purposes. Attach additional sheets if necessary ) 



FACILITY LOCATIONS { Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necassarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Numper of 
aniiTtals being . 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upcf' which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of approphate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamstefs 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1 ) Professionalty acceptable standards governing the care, treatment and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing dnigs, prior to. during, and following 
actual research, teaching, testing, surgery, or axperimerttation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act ^ it has required that exceptions to the standards and regulations be specified arui explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC-approved excaptiorts, this summary indudas a brief explanation of the e»:8ptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate cXJthority to ensure the provision of adequate veterinary care arKj to oversee the adequacy of other aspects of amimal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATURE OF C.E.'^ no jwcxm iT»/-vMAj ncciniA* 


I MAMC z rm c np r p n no iwcrm iTir^wAt ncrcirt aj r Tiyr,» nr Print 


I DATE SIGNED 


1/25/02I 


APHIS FORM 7023 
( AUG 91 ) 


(Hepiaces V5 fukm io-23 (uui aa). wnjcn is oosoieie. 
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USDA fiFHIS AC 


919 716 5696 P.04/07 


This ^’•port fPQUlfflCt By taw (7 U$C 21-^3) PsIKkw to report according to tfw r«gutaxionA can 
rtfuil ‘n an ordor to caaM and OOMt and to 0« »uO)tBct to panaitiM a* provxjad far <n Racoon 2i 50 


UNITED STATES 0 €^AHTM 6 «T OF AGRlCUtTURE 
ANiMAi AND PLANT WEAITH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPS OR PRINT) 


S «9 mrOTM 3 idA fry 
•dortfonai uYormation 


i ' : 

tj Tw A 


1 . RCCSTRATTON NO. 

CUSTOMER NO. 

22 -R -0110 

0209 


intoft^ancy Raport CortroJ No 
OlSODOAJtN 


FORM APPROVED 
QM 8 NO 0579-0030 


mcM^UoCM*) 


MORRISTOWN memorial hospital 
100 MADISON AVENUE 
llltORRtSTOWN. NJ 07962 
( 973 ) 9714250 


1 REPOimNO f AOOJTY (UM Ml locBttom animals wort houaad or usad in actual rwearcfi. taatmg. laactvog. or 9 ap 9 rm>antiiion or haW for inaia purposaa Aiiach additional 
«haau If noc*»#«y ) 


PACUJTY L 0 CATXJN 9 <®fa*; 


Sae Attachao Listing 



RfiN3RT Of ANMAU U 8 CD flnr OR UNO€R COWTf^ OF RESEMICH FACaJTT (Aaaclr atMMdiitf Rtaaft/nacmsaiy <y uaa 4PNf5 PORM 7023 A 7 


Ananaia Covarad 
fyTha Animal 
WBMara Raguiaaona 


B. Numoarof 
annuals Damg 


oondibonatf. or 
naidiOrusam 
taacnngi lasbng. 


rasaarcn. or 
Ykryary but not 
yatuaadtar men 
purpoaas 


C. Numdarot 

a nim a i a upon 
atnefttwowg. 
rasaareft. 
txpanmanu or 


aivoivingno 
pam, diatraaa. e 
usac^pairv 
laiiawng drugs 


O. Numoar gr vianaia upon 
wfMn ai^ian ii ianti. 
eMcning, rataarch. 
suroaiy. or lasts «ara 
conductad invoivinQ 
aoeompanynp pam or 
dMraas to !ha ananala 
and forwiUcN appropnaea 
anannaiic anaigasid. or 
wquttzing drugs wara 
usad. 


NuiTOar or ananate upon wnicn laaersng. 
aspan m tru s , reaaaneti. surgary or lasts warn 
eonductad mvolying aceempinyng pam or tsatrass 
10 INa arwnsis and for wnleN tNa usa af a ppro p r ia ta 
anaaina(ic.anaigasio. or tranquluamg drugs wauld 
hava advarsaiy affadad ma prooaduiaa. raauos. or 
mtarpratason of ma taaentng, rasaaren, 
oapanmanta. lurgary. or taste, f An aixpldnadon Of 
ma pnsepAnas pmAKing pad! or tfsoass <n piaaa 
ananao and Pra raasoTTf lucft drugs wara nof tfsad 
mi/ar 00 aojcftad iRo nooro 


total no. 

or ANIMALS 

|Coia.C* 
□ ♦E) 


4 Oo9S 


5 Cats 


6. GulnaaPigt 


7 Hamattrs 



ASURAPICC STATEMtNTS 


1 ) PTotoaaMrially ac papt at rf a stwtdarda govaming aw eara. traadnant vrd usa or vwitate. meiuding appropnaia uaa of anasO^>c analgosie. and vanquIUzing drugs, pnor ta dunrgL 
and f o d owtn g aouai raaaarth. ri ac Nn g. tatting, surgwy. or sup a n mam a Bo n wara f o fl oaad by vat r a starch faoViiy 

D eacfi prwdpai mmtigator has o o m ioarad atorttadvaa te paadul procaduraa 

)) This faetHy is mfmmq to tha stai idarda ana raguiaiana unoar va» Act and it haa raquirad d)ti aaospbona to Via sttnaards and raguiaaons oa apaoftad and aqaatnad by ma 
pmcipai mvaaaganr tn appro^ by Via insUbticnai AriMtai Cana and Uaa Commoiaa (lACUC) Aammiwy of ail tfta aaeapciana laaitachad to Ma annual ragart m 
adOoon ID idarittfying tftf lACUOapsiawad OMOMtions. Svs lunvnary indudaa a Wiaf anbnayon of Ote aaKapikytt. aa wad aa vta toacimi and nwirte or anun^ 


A) Thaaoanding m an n a n a m ortras 
aapatfi of arwrai eara ana uaa 


faoMy has aoorooTiaK audiortty tt> ansuniiha proMiion of adaquaMt vaiannary car# and to owaoaa Ota aaaquaey of othar 


CERTIFICATION BY HEADQUARTERS RESEARCH FACtUTY OFFICIAL 
(Chl#l ExoaiEvt OfAcor or Legally Rooponsibio Institutional ofTrciai) 

I oorreci ana oompiaie (7 u.S.C Saefion 2 i 43 ) 


NAME A TFTLE OF C.tO. OR INSTITUTIOHAL OFFICtAL ^rype Of 



esatesioned 


KAKi 1 * headquarters 









O' t ' ^ Zulit' 

This report is required by law (7 USC 2143) Failure to report according to the regulations can See reverse side lor 

result in an order to cease and desist and to be sub)ect to penalties as provided lor in Section 2150 additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. registration no. 


1 ^ 


'■R-OWU 




Interagency Report Control No 
0180-OOA-AN 


FORM APPROVED I 
OMB NO 0579-0036' 



ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 



2. HEADQUARTERS RESEARCH FACILITV (Name and Address, as registered with USCfAj 
inctude Zip Code)^ 

'iCB C - CD 10410- Labo jtajti pl 

von iLa avo Lm e 

PVam:sbotZo . Ni 3 


3. REPORTING FACILITV (List all localions where animals were housed or used in actual research, testing, teaching, or experimental ion, or held for these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS ^Sr/es) 



REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITV (Attach adidilionat sheets it necessary or use APHIS FORM r023A.) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquiliztng drugs were 
used 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7- Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


11. Pi 


1 2. Other Farm Animals 


E. Number ul animals upon which leaching, 
experimenis, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use of appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ot the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C 

D + E) 

O 

w 



13. Other Animals 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ot anesthetic, analgesic, and tranquilizing drugs, prior lo, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) . Each principal investigator has considered alternatives lo paintui procedures 

3) . This facility is adhering to the standards and regulations under the Act, and it has required that exceptions lo the standards and regulations be specified and explained by the 

principal investigator and approved by the Inslilnlionat Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-appruved exceptions, this summary includes a briel explanation ot the exceptions, as well as the species and number ol animals allected 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ut other aspects of 
animal care and use. 


18-23 (OCT 8b). winch is ubsolute J 



















This report is required by law (7 USC 2143). Failure to report according to the regulations NOV 2 7 Interagency Report Controll^ 

_ additional information 

can 


UNITED STATES DEPARTMENT OF AGRICULTURE 

1. CERTIRCATE NUMBER: 22-R-0117 

FORM APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

CUSTOMER NUMBER: 701 

0MB NO. 0579-0036 


Barton’S West End Farms, Inc. 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

161 Janes Chapel Road 

Oxford, NJ 07863 



Telephone: (908) -637-4427 


1 3. REPORTING FACILITY ( Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) . | 


FACItlTY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY / Attach additiona 

1 sheets if necessarv or use APHIS Form 7Q23A ) | 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 

expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accorrpanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
iixbdudng pain or distress in these animals and the 
reasons such dnjgs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

N/A 

255 

N/A 

N/A 

255 

5. Cats 

N/A 

N/A 

N/A 

N/A 

N/A 

6. Guinea Pigs 

N/A 

N/A 

N/A 

n/a 

N/A 

7. Hamsters 

N/A 

N/A 

N/A 

N/A 

N/A 

8. Rabbits 

N/A 

N/A 

N/A 

N/A 

N/A 

9. Non-human Primate 

, N/A 

N/A 

N/A 

N/A 

N/A 

10. Sheep 

N/A 

N/A 

N/A 

N/A 

N/A 

11. Pigs 

N/A 

N/A 

N/A 

N/A 

N/A 

12. Other Farm Animals 

N/A 

N/A 

N/A 

N/A 

N/A 







13. Other Animals 

N/A 

N/A 

N/A 

N/A 

N/A 






to 













1 ASSURANCE STATEMENTS 


1 


1 ) Professionatly standercts govern^ the care, treatment, and use of animals, including apfwopnate use of anestetic. analgesic, and tranquilizing drugs, prior to, during, and following 

actual research, teaching, testing, surgery, or experimentation were fbilowed by this research facility. ... 


2) Each prindpai investigator has considered altematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-apiNXsved exceptions, this summary includes a brief explanation of the excepticms, as well as the species and munber of animals affected. 


4) The attending veterinarian for this rasearch facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of wimai care and 


r CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

' ' Chief Executive Officer or Legally Responsible Institutional Official ) 


NAME 4 TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 

DATE SIGNED 


). which IS obsolete. 























FACILITY LOCATIONS 

(Sites) 


Barton’s West End Farms, Inc. 
161 Jane’s Chapel Road 
Oxford, NJ 07863 


Alder Ridge Farms, Inc. 

PO Box 290 

Lakewood, PA 18439-0290 


ncT 0 7 2002 

This report is required by law (7 DSC 2143). Failure to report according to the regulations See attached form for interagency Report Control No.: 

ran additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 

1. CERTIFICATE NUMBER: 22-R-0118 

FORM APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

0MB NO. 0579-0036 


CUSTOMER NUMBER: 1 072 

-r 


Pediatric Cardiology 


ANNUAL REPORT OF RESEARCH FACILITY 

137 Pavalion Avenue 


( TYPE OR PRINT ) 

Long Branch, NJ 07740 

Telephone: (908) -870-1611 



3. REPORTING FACILITY ( List all locations where animals were housed dr used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary } 


FACILTTY LOCATIONS ( Sites ) - See Atached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILRY 1 Attach additlona 

sheets if necessarv or use APHIS Form 7023A ) | 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conduded 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 

expehmenls. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conduded involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing dmgs would 
have adversely affeded the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
produdng pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 




M 


8. Rabbits 






9. Non-human Primate 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 
























I ASSURANCE STATEMENTS 

I 

I 


1 ) Professionally acceptable standards governing the care, treatmenL and use of animals, including appropnate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research fadiity. 


2) Each prindpai investigator has considered alternatives to painful procedures. 


3) This fadiity is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards arvj regulations be specified and explained by the pnndpai 

investigator and approved by the institutional Animal Caro ^d Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report, in addition to identifying the 
lACUC^approved exceptions, this summary fridudes a brief explanation of the exceptions, as well as the spades and number animals affeded. 


4) The attending veterinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 



(AUG 91 ) 



( ^) I opnf iLrn d t lax 


This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional infornnation 


OCT 2 8 mi 

Interace 


nteragency Report Control 




UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0122 

CUSTOMER NUMBER: 1 804 

FORM APPROVED 

OM8 NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Epigenesis Pharmaceutical, Inc. 

7 Clarke Drive 

Cranbury, NJ 08512 

Telephone: (609) -409-6080 



3. REPORTING FACILITY ( List alt locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets If necessarv or use APHIS Form 7023A \ 


A. < B. Number of 



! 

1 B. Number of 

C. Number of 

0. Number of animals 


animals being 

animals upon 

upon which 


bred. 

which teaching, 

experinnents. teaching. 

Animals Covered 

conditioned, or 

research. 

research, surgery, or 

By The Animal 

held for use in 

experiments, or 

tests were conducted 

Welfare Regulations 

teaching, 

tests were 

Involving 


testing, 

conducted 

accompanying pain or 


experiments. 

involving no 

distress to the animals 


research, or 

pain, distress, or 

and for which 


surgery but not ye 

use of pain- 
relieving drugs. 

approphate anesthetic, a 


E. .Number of animals upon whidi teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of U^e procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



4. Dons 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non>human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1 ) Professionally acceptable standards govemirig the care, treatment, and use of animals, including appropriate use of anestedc, analgesic, and tranquilizing drugs, prior to, during, and foltowing 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards arid regulations under the Act, and it has required that exceptions to the standards arid regulations be specified arxi explained by the principal 
investigator arKt approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to iderttifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The atter>ding veterinarian for this research facility has appropriate authority to ensure the provision ot adequate veterinary care and to oversee the adequacy of other aspects of animal care and 



CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institulional Official ) 



< 


0 TtTi c rvc n c r\ r\o imctiti rrmwAi occir'tAi / r..-- 


DATE SIGNED 

Al 

is obsolete. 



























This report is 
can 


required by law {7 USC 2143), Failure fo report according to the regulations Q C 0 2002 See attached form for 


Interagency Report Control 


additional information 


fi" 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0123 

CUSTOMER NUMBER: 1824 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

County College Of Morris 

Veterinary Tech. Program 

214 Center Grove Road 

Randolph, NJ 07869 

Telephone: (973) -328-5340 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
aniiints being 
bred. 

conditioned, or 
held for use in 
leaching, 
testing, 
experiments, 
research, or 
surgery but not yc 


Nurrtjer of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain* 
relieving drugs. 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non>human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



D. Number of animals 
upon whidt 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

1 

E. Number of animals upon which teaching, 
experiments, researcn, surgery or tests were 
conducted involving accompanying pain or distress 
to the animats and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected tfie procedures, results, or 
Interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

0 

0 

0 

0 

0 

0 


TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E) 


0 

0 

0 

0 

0 

0 

0 

0 

0 

0 



1 ) Professionally aoceptabto standards governing the care, traatmenL and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing dnjgs, prior to, during, arxl following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal .investigator has considered alternatives to p«nfol procedures. 

37 This facility is adhering to the standards arfo regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care arfo Use Committee (1ACUC). A summary of alt such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the excaptions, as well as the species and nixnber of animals affected. 

4) The attending veterinarian for this research facility has a^)propriate authority to ensure the provision of adequate veterir^ary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional OfRdal ) 


SIGNATURE OF C.l 


NAME i TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print 


DATE SIGNED 

9/26102 


APHIS FORM 7023 
(AUG 91 ) 


ich IS obsolete. 






































This report is required Py law (7 USC 2143). Failure to report according to the regulations 
can 



3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 



B. Number of 

C. Number of 

D. Number of animals 

E. Number of animals upon which teaching. 


animats being 

animals upon 

upon which 

experiments, research, surgery or tests were 


bred. 

which teaching. 

experiments, teaching. 

conducted involving accompanying pain or distress 

Animals Covered 

conditioned, or 

research. 

research, surgery, or 

to the animals and for which the use of appropnate 

By The Animal 

held *or i^se In 

expenmerrls. or 

tests wore ccr.djct^d 

one5:heiic. ariaigesic. or uanquiiizjng drugs would 

Welfare Regulations 

teaching. 

tests were 

involving 

have adversely affected the procedures, results, or 


testing. 

conducted 

accompanying pain or 

interpretation of the teaching, research, experiments, 


experiments. 

involving no 

distress to the animals 

surgery, or tests. ( An explanation of the procedures 


research, or 

pain, distress, or 

and for which 

producing pain or distress in these animals and the 


surgery but not y€ 

use of pain* 
relieving drugs. 

appropriate anesthetic, a 

reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. NoH'human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


1 ) Professionally acceptable starxiards ^veming the care, treatment, and use of animals, including appropriata use of anestetic. anaJgesic, and tranquilizing drugs, prior to, during, ar^ following 
actual research, teaching, testing, surgery, or experimentation were followed by this resewch facility. 

2) Each prirKtpal investigator has considered alternatives to painful procedures. 

3} This facility is a<tfYehng to the standards and regulations uivler the Act, and it has required that exceptions to the standards ^ regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care arxi Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
tACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affeded. 

the provision of adequate veterinary care and to oversee the adequacy of othw aspects of animal care and 


)QUARTERS RESEARCH FACILITY OFFICIAL 
)r Legally Responsible Institutional Official ) 


NAME 


DATE SIGNED 


HACKENSACK UNIVERSITYMEOICAL CENTI 


30 PROSPECT AVENUE 
HACKENSACK, ID 07601 
























This report is required by law (7 DSC 2143). Failure to report according to the regulations 


OCT c T 2002 


See attached form 
additional information 


fo/jC' 


V 



efa^ncy Report Control No. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0130 

CUSTOMER NUMBER: 1701 

FORM APPROVED 

0MB NO. 0579-0036 


Qualtech Laboratories, Inc. 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

104 Green Grove Road 

Ocean, NJ Q7712 



Telephone: (^0gf-91 8-0207 






3. REPORTING FACILITY { List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILFTY LOCATIONS { Sites ) • See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach additional sheets if necessarv or use APHIS Form 7023A \ 

M il M 1 '■■■ ' 1 ' ' '' * ' 


A. 

Animals Covered 

By The Animal 
Welfare Rogulatiorts 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
expenmen ts. 
research, or 
surgery but not ye 

C. Number of 
animats upon 
which leaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
reiieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

O 

O 

O 

O 

o 

5. Cats 

0 

0 


O 

9 

B. Guinea Pigs 

0 

0 

o 


o 

7. Hamsters 

o 

0 

O 

1 


8. Rabbits 

0 

0 

0 

0 

o 

9. Non-human Primate 

0 

o \ 

o 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

D 

0 

0 

0 

12. Other Farm Animals 

0 

c) 

6 

0 

6 







13. Other Animals 

0 

0 

o 

0 

d 

















. .... 



ASSURANCE STATEMENTS 


1) Professionally standards governing the care, treatment and use of animals, including appropriate use of anastatic, analgesic, and tranquilizing drugs, prior to, during, and following 

actual resaarch, teaching, tastirrg, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfui procedures. 

3) This facility is adhenng to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending velennarian for this research facility has appropriate authorit y to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutionai Official ) 


DATE SIGNED I 















































Tbts report is required by law (7 USC 2143) Failure lo report according to the regulations can 
result n an order to cease and desist and to be subject to penalties as provided for in Section 2150 


See reverse side for 
additional information 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

22-R-0131 


CUSTOMER NO. 
16333 


interagency Report Control No 
01 80-00 A-AN 


FORM APPROVED 
0M8 NO 0579<036 f 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) ^ 


Z HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered w/f/i USDA.'' 
indude Zip Code} 

KRAFT FOODS NORTH AMERICA. INC 
200 DE FOREST AVENUE 
EAST HANOVER, NJ 07936 
(607) 674-9414 


3. REPORTING FACILITY (List all locations where animals were housed or used tn actual research, testing, leaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary ) 


FACIUTY LOCAT10NS(5rfes; 


WON ^ 



r I u.1^ 



o 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additionat sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Anim^ 
Welfare Regulations 


8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes 


C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conduaed involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments. surgery, or tests. (An explanation of 
the procedures producing parn or digress m these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C * 
D+E) 


4. Dogs 


5. Cats 




S'O 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 



13. Other Animals 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including apprt^riate use of anesthetic, analgesic, and tranquilizing drugs, pnor to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has comsidered aitematives to painful procedures. 

3) This fadiity is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
pnndpal investigator and approved by the Institutional Animal Cara and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exertions, this summary includes a bnef explanation of the exceptions, as well as the species and number of animals affected 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care aroj to oversee the adequacy of other 

aspects of animal care and use 

— - — - - - . . _ , . ■ ■ 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL | NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATI 


DATE SIGNED 





M 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 























1.2-20Q3 12* 5c . z 


UNffED STATES DEPARTMENT OF AGRiCULtURE 
ANiMAL AND PIANT HEALTH INSPECTION SERVICE 


:=]_q 7 

i«=- ui.acr'ca rcr— 'Cr 
!*C":':cr'3i •.'.‘orrjticr: 


. * 

^ ' w > 


^'^i^cgcrr/ i^eccn Z^rrzi Mo. 


■A.l I 


^no-: 
/ * »»• 
Wair V 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERT;RCAT6 MJMSS?: 22-R-CT 32 
CUSTOMER NUM8EP: "88 


Gibraltar Labcratones, Inc. 
122 Fairfield Road 
Fairfield, NJ 07004 

Telephone: (973) -227-5382 




3* reporting FAaurrr { List ati locations ’MTani ammaia weco houMd or js€<J in octuoi rgsearch, testing, or o^sorirnantation. o? *ieid ihass curocsss. AUacn adoilcnai snests rsccawary ) 


FACIUTY LOCATIONS ( Sitaa ) * See Atacrea l. 3 *:rg 


REPORT OF ANIMALS USED BY OR UNDSH CONTROL OF RESEARCH FACILITY f Attach addthonal sheets if necwifsarv or use APHlS Form 7023A \ 


Aiiimals Covered 
By The Arrtmat 
WaUarv Ragutattona 


B. Nuroer of 
animats Detng 
Bred. * 
ccnaftJoned. or 
heiO for use to 
tescJhng, 
tasting. 
araarwrertfS. 
fosearch, or 
surgery Bui net y? 


C. N'jfrcer zt 

jTt.rais uDcn 
-.vnicn ceaonmq. 
'oicaren. 

lasts were 
oonouceo 

•f.vCi'flng no 

ceio. 0i stress, zr 
uoa cl sain- 
r«(ic’>'*ng Onigs, 


0. Mumber of animals ' 

UOOfl WftiCfl 
CJioanmants. tsacning. 
reseoren. surgery, or 
18613 'Afere conductaO 

irmjfvina 

acccffBarr/ing cam or 
cistreas la eho arima»s 
ara rcr'^itn 
aearopnata aresc^euc i 


£. Murroar or an-iraij ;:pan vwhicn laacning. 
attosr.-r-r!^. 'asaarcT, 3urgery or tests werj 
ccnouctcO .nvoMng acccrrcanying jam or disiress 
!o tn/i a'lmaia and for .Amicn the use of aecropnatc 
arasmetio. onaigastc. or t.'a.iqoiliopg Crugs '<»K)uld 
•ave adversely aPacao ine procedures, results, or 
ntarc.-aiancr. of ihe ’.caching, resaarcfj. expehmants. 

0 ' lasts, f Aft explanation of ‘Jte procedures 
prco-jCi.og oain or jjstresa in these animals and L*te 
reasers eucn mctq not used mud be acachafl to 


total .number 

Of ANIMALS 

( COLUMNS 
C>D+E) 


4. Dogs 


5. Cats 


S, Guinea Pigs 


7. Hamsters 


a. Rabbits 


9. Nen-human Pnmate 



t> Prpfaaaioneity aco*of*e»ia a«»ndanli governing ih* para, treetmarn, and uea cf antmala. indudb^g epproprtata um of artastaec ar aigaeic, and {fanguiiia^ dmea. pdof to. dudno. and foitewina 
•cbiai reaaerefi. teaching, teeting, furgary. or experinMneadQn '••efe rptlcwed B*/ nit rwaorai faallty. 

21 Each pnncipei inveadgaior he* conatderad eilamattvea w painful orocadurae, 

3) i, vlhwln) 9 ta soneiraa am) mBuMtIona Act. and a tw* r«iulra<i mat aacapiiant to 9* atamUrOl ana raswaflM M ana aaplairaa by th» ortneiqal 

^_.^aiorana aw»t»y«ibY C« ana U« CanrtM. (taojC). A aumm,., „ .« ...eft «e.pMon. I. araehM » tnia anmaj r«,an. .n aotfiocn to s, 

lACUC-aporovad «tcapbona, ihla summwy incfudea a brief axstanaiion of tha etoaption*. at wall at the toaciat and number of anima« offoctao. ^ 

4) TN. ananding vatannaoan fy tWa ngaaren facMIty laa apcregigta au manty a anauw Jf pwvtolon of agmmi, vatartnary an and 9 avama. y. aeapuae/ of oCtar -rf mimal nn tru 

CERTIFICATION BY HEAOQUARTlRSRES^RCHFAClLfTYCFrlC:Ai. 
f rhief ff *•<- ifh/e nasoer or Legally ResDonsi&ie inatitutional Officai ] 


SlGNf 


APm$ I 

( AUG 91 ) 


J 


OATE SIGNS3 


I h)n? 









This repot I is required by taw (7 USC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional information 


Interagency Report Contro 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


NOV I ' 2002 

ANNUAL REPORT OF RESEARCH FACILITY 

{ TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0133 
CUSTOMER NUMBER: 406 


Public Health Research Institute 
225 Warren Street 
Newark, NJ 07103 

Telephone: (973) 854-31 00 



FORM APPROVED 
0MB NO. 0579-0036 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets If necessarv or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

i conditioned, or 

held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Nurrtoer of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animais and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

i 

i 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

0 

0 

1 

0 

0 

1 

9. Non-human Primate 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 

1 






13. Other Animals 

0 

0 

0 

0 

0 















1 





1 ) Professioneily acceptable stand»ds (^vvemino the care, treatment, and use of animals, induding appropriate use of anastatic, analgesic, and trwiqtAlizmg dnjgs, prior to. duing, and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research faciiity. 


2) Each principal investigator has considered alternatives to patnflil procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the principal 
irwastigator and approved by the institutional Animal Care arxj Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animais affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive OfRcer or Legally Responsible Institutionai Offidai ) 



NAME A TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL f Tvoe or Prir)t 
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DATE SIGNED 
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This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional information 


Interagency Report Control No. 
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ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
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ANNUAL REPORT OF RESEARCH FACILITY 
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VJ 

Ortho Pharmaceutical Corporation 

Johnson & Johnson Pharmaceutical Rsrch & Dev Lie 
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5 6 2002 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACIU7Y LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarv or use APHIS Form 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
aninrtals being ~ 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain> 
relieving drugs. 


Number of animals 
upon which 
expehments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, induding appropriate use of anestetic, analgesic, and trarx^illzing drugs, prior to. during, and fbiiowing 
actual research, teadwig. testing, surgery, or experimentation were followed by this research facility. 

2) Each prindpal investigator has considered attemativea to painftjl procedures. 

3) This facility is adhering to the standards and regulations under the Act. and It has required that exceptions to the standards and regulations be specified and explained by the prindpal 

investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 

lACUC-appfoved exceptions, this summary includes a brief explanation of the exceptions, as well as the speaes and number of animals affected. 

4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible institutional Official ) 
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I DATE SIGNED 
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ATTACHMENT 1 


USDA ANNUAL REPORT (2001.2002) 

Reoistraticn #: 22-R- 0006 

The following animals were reported on previous USDA Reports under License: 
22-R-0006. 


SPECIES 

CATEGORY B 

CATEGORY C 

CATEGORY D 

CATEGORY E 

DOGS 

0 

202 

145 

0 

GUINEA PIGS 

0 

0 

160 

0 

RABBITS 

0 

42 

0 

0 

NON-HUMAN 

PRIMATES 

15 

15 

39 

13 


V 

t 
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attachment 2 


USDA ANNUAL REPORT (2001-2002 
Registration #; 22»R-‘ 0006 


Animals Listed in Category E 

During the reporting period, Johnson & Johnson Pharmaceulicai Research & 
Development, L.L.C. Institutional Animal Care and Use Committee (lACUC) 
approved the use of animals in Category E as follows: 


SPECIES 
Guinea Pigs 


105 


PRQCEPURE/JUSTIFICATION 







DEC-02-2002 16:35 RWJ PR[ lAM DEFARTMEN,’ 


908 725 4063 P 


Non-Human 

Primates(SquirrBl) 


13 



1 Administration of anesthetics, analgesics or tranquiiizing drugs must be 
withheld so as not to invalidate the evaluation of test compounds. 

2 Preciinical toxicology and drug metaboiism/pharmacokinetic studies are 
required in nonhuman species by the Food and Drug Administration, Good 
Latoratory Practice Regulations - CFR 21 , Part 58 (Code of Conduct). 

3 Spied, L.H., Lunley, C.E. and S.R. Walker. "Harmonization of Guidelines for 
Toxicity Testing of Pharmaceuticals by 1992." Regulatory Toxicology and 
Pharmacology. Vol 12, pp 179-211 (1990). 
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This repcn is required by lavw (7 USC 2143). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMEN'TOF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


NOV 2 7 2002 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached torm for 
additional information 


Intemgenc/ Report Control No.: 


1. CERTIRCATE NUMBER: 

22-R-0009, 

CUSTOMER NUMBER: 

519 


Novartis Pharmaceuticals Corporation 

Novartis Pharmaceuticals Corporation 

Bldg 404, Rm 466 

One Health Plaza 

East Hanover, NJ 07936 

Telephone: (973) -781-8358 


FORM APPROVED 
OM8 NO. 05794D036 


ft 


VJ 


3. REPORTING FACIUTY ( Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additi^^al sheets if necessary ) 


FACtUTY LOCATIONS ( Sites ) > See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILfTY I Attach additional sheets If necessarv or use APHIS Form 7023A \ 


Aninrais Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being 
bred. 

cor>dilioned. or 
held for use in 
teaching, 
testmg. 
experiments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
invotving no 
pain, distress, or 
use of pain> 
relieving dnigs. 


Number of anirrels 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

a ccompcNiying pain or 
(^stress to the animals 
and for which 
appropriate anesthetic a 


E. Number of animats upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic analgesic or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
inteipretatton of the teachmg, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such dnjgs were not used must be attached to 


TOTAt NUMBER 
OF ANIfctALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamstefs 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


Goats 


13. Other Animals 




21 


370 


312 

19 

1263 

206 

988 

555 

273 

94 





ASSURANCE STATEMEKTS . . _______ 


1} ProfMsionaSy acceptable standard s governing the care, treatment, and use of animals, indudtng a ppropriate use of anestetic analgesic and tranquffizing drugs, prior to, Axing, and following 
actual rasaerch, taaching. testing, surgery, or e x periment a tion were followed by this research fadTity. 

2) Each principal investigator has considered altematives to painful procedxes. 

3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be spedTied and axplamed by the principal 
investigator arxj approved by the Instibitional Animal Care and Use Committee (lACUC). A summary of alt such axceptiorts is attached to this annual report in addition to klentifying the 
lACUC-approved exceptior\s, this summary inctudes a brief explarution of the sxoeptions, as well as the spedes arid number of animals affected. 

4) The attending veterinarian for this research fadTtty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of artimal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILfTY OFFICIAL 
( Chief Executive Officer or Legally Resportsible Institutional Official ) 
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DATE SIGNED 


CT 88). which is obsolete. 







































USDA ANNUAL REPORT OF RESEARCH FACILITY FOR 2001-2002 
NOVARTIS PHARMACEUTICALS CORPORATION 

USDA Registration No. 22-R-0009 


Summary of the NACUC approved exceptions to tiie Standards and Regulations: 
Canine Exercise Exemptions 


1 . 


2 . 


3. 


4. 


5. 


6 . 


Protocol Title 


(b)(4) 


Soecies 

Number 

Days Without 
Exerdse 

Reason 

t/> 

o> 

O 

2 

36 

Quantitative collection 
of excreta, containment 
of radioactivity 

Dogs 

1 

31 

Quantitative collection 
of excreta, containment 
of radioactivity 

Dogs 

3 

11 

Quantitative collection 
of excreta, containment 
of radioactivity 

Dogs 

4 

7 

Quantitative collection 
of excreta, containment 
of radioactivity 

Dogs 

1 

8 

Quantitative collection 
of excreta, containment 
of radioactivity 

Dogs 

4 

11 

Surgical recovery of dogs 
implanted with telemetry 
devices 


Protocol Title 


Days Without 
SnPTies Number Exercise _ 


Reason 



1 0 Surgical recovery of dogs 
implanted with telemetry 
devices 


9 Surgical recovery of dogs 
implanted with telemetry 
devices 


8 Surgical recovery of dogs 
implanted with telemetry 
devices 


6 Cage rest post CSF 
collection 


to 


3 




OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category “E” - 1 . 

3. Species (common name) Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These primates were dosed with a pharmaceutical compound. 

One animal experienced a fractured limb and was euthanized. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 


6. What if any, federal regulations require this procedure? Cite the agency, the Ckide of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 31 2.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

*0 

t 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Feder^ Register on November 25, 1 997 (62 FR 62922) 


4 





OPTIONAL COLUIVIN E EXPLANATION FORM 


(b)(4) 


1 . Registration Number. 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category “E” - 2. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Two dogs were found dead widi no prior clinical signs. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following; 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922) 


5 





OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 32. Number of animals classified as category “E” - 1 . 

3. Species (common name) Dogs of animals used in this study. 

5. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

On day 70 this dog was suspected to have aspirated compound after dosing and was euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain and distress, it was 
eufiianized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

% 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


6 





OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number; 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “E’ - 1 8. 

3. Species (common name)^ Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Fifteen dogs experienced compound related effects and were euthanized unscheduled. Three dogs 
experienced compound related effects, recovered and went on to complete the study. 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that an animal was experiencing pain and distress, it was 
euthanized. 

6. What if any, federal regulations require this procedure? Cite the a 9 ®ncy, the ad^ 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR n J.iuz). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 

guidelines may be found in the following; 

1 ) M3 Nondinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922) 
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OPTIONAL COLUMN E EXPLANATION FORM 




(b)(4) 


1 . Registration Number. 22-R-0009 

2. Number of animals used in this study - 14. Number of animals classified as category “E’ - 4. 

3. Species (common name).^ Dogs of animals used in this study. 

4. Explain tiie procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Two dogs were found dead, one on day 3 and one on day 8. Two dogs experienced compound 
related effects and were euttianized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain and distress, they 
were euthanized. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 1 3.1 02): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in foe following: 

1 ) M3 Nonclinical safety studies for foe conduct of human clinical trials for pharmaceuticals 
published in foe Federal Register on November 25, 1997 (62 FR 62922) 


8 





OPTIONAL COLUIVIN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 32. Number of animals classified as category “E’ - 1 . 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

One dog displayed compound related effects on study day 21 and was euthanized. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number {e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nondinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922) 


9 



OPTIONAL COLUMN E EXPLANATION FORM 


<b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 6. Number of animals classified as category ‘E’ - 4. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Four dogs experienced compound related effects and were euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any. federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) titie number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

to 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharma:euticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


10 



OPTIONAL COLUIVLN E EXPLANATION FORM 


(b)(4) 


1. Registration Number; 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category “E’ - 4. 

3. Species (common name) Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Three dogs were found dead on study day 41, 57 and 132 respectively. One dog experienced 
compound related effects and recovered. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


(b)(4) 



and subsequently recovered showing no 


adverse signs the following day and was able to complete the study. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

c 

1) M3 Nondinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


11 





OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 10. Number of animals classified as category “E’ - 6. 

3. Species (common name) .Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 

Three dogs displayed compound related effects and were euthanized unscheduled. One dog was 
found dead on day 8 of the study. Two dogs experienced compound related effects at points during 

the study, recovered and were able to complete the study. 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were evaluated, monitored, and a decision made to euthanize if the animal did not improve. 


6 . What if any, federal regulations require this procedure? Cite the 39enq(, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.1UZ). 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there ^e guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 

guidelines may be found in the following: 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharma:euticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


12 



OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1 . Registration Number: 22-R-0009 

2. Number of animals used in this study - 40. Number of animals classified as category “E’ - 1. 

3. Species (common name)_ Dogs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These dogs were dosed with a pharmaceutical compound. 


One animal experienced compound related effects in this study. 


5 Provide scientific justification why pain and/or distress could not be relieved. State me^ds or 
means used to determine that pain and/or distress relief would interfere with test results. (For 

Federally mandated testing, see question 6 below) 


The above mentioned animal experienced 
1 04 and fully recovered. 


(b)(4) 


activity on days 103 and 


6. What if any, federal regulations require this procedure? Cite the 

Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR n3.iuz). 

The general reference is 21 CFR 312,23(a)(8). This reference indicates that there sre guideJnes 
available from the FDA that describe ways in which these requirements may be met More specinc 
guidelines mey be found in the following! 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922) 


13 




OPTIONAL COLUMN E EXPLAxNATION FORM 


(b)(4) 


1 . Registration Number; 22-R-0009 

2. Number of animals used in this study - 6. Number of animals classified as category “E" - 1 . 

3. Species (common name) Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

One monkey experienced an accidental death due to an enrichment device. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 


6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102); 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following; 

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922). 
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OPTIONAL COLUNIN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 1 0. Number of animals classified as category “E’’ - 6. 

3. Species (common name)_Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Six animals displayed compound related effects, recovered and went on to complete the study. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that thes animals were experiencing pain or distress, 
compound dosing was stopped. Their condition then improved. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonciinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study - 4. Number of animals classified as category “E” - 1 . 


3. Species (common name) Crab-eating Macaque of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

One animal experienced compound related effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

This animal was treated for compound related effects and fully recovered. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the foliowing; 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federd Register on November 25, 1 997 (62 FR 62922). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number 22-R-0009 

2. Number of animals used in this study -60. Number of animals classified as category “F - 1 . 

3. Species (common name) Rabbits — of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

One rabbit was found dead with no prior severe clinical signs. 

5 Provide scientific justification why pain and/or distress could not be relieved State or 

means used to determine that pain and/or distress relief would interfere with test results. (For 

Federally mandated testing, see question 6 below) 

6. What, if any, federal regulations require this procedure? Cite the ^ ^ode 

Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 liiU/i}. 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available Irom the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1997 (62 FR 62922). 

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Feder^ 
Register on September 22, 1 994 (FR 48746). 
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OPTIONAL COLUNLN E EXPLANATION FORM 



1. Registration Number: 22-R-0009 

2. Number of animals used in this study -30. Number of animals classified as category “E” - 9. 

3. Species (common name) Rabbits — of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Seven rabbits were found dead, four rabbits on day 1 and three rabbits on day 2 of the sfody. One 
^bit was euthanized after displaying compound related effects. One rabbit was euthanized as a 

result of a foot injury unrelated to the compound being dosed 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
’ means used to determine that pain and/or distress relief would interfere with test results. (Fo 

Federally mandated testing, see question 6 below) 

Followina dosing the animals that were later found dead fell into a state of unconsciousn^s without 
signs of pain or distress. Observation for recovery from this state of unconsciousness could possi y 
have been masked by the use of analgesics and thus they could not be used. 

As soon as there were signs indicating that the other two animals were experiencing pain or distress, 
they were euthanized. 

6. What if any, federal reguladons require this procedure? Ote the 

Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.10 ). 

The general reference is 21 CFR 31 2.23(a)(8). This reference indicates that ^ ' 

available from the FDA that descnbe ways in which these requirements may be met More spe 

guidelines may be found in the following: 

3) M3 NoncHnical safety studies for the conduct of 

published in the Federal Register on November 25, 1997 (62 FR 62922). 

4) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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OPTIONAL COLUIVLN E EXPLANATION FORM 


% 


(b)(4) 


1. Registration Numben 


22-R-0009 


2. Number of animals used in this study - 30. Number of animals classified as category “E” - 1 . 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 


One rabbit exhibited 


(b)(4) 


ind was euthanized. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to detennine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 


6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general refisrence is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR W46). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 15. Number of animals classified as category “E’ - 6. 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Six rabbits were euthanized after displaying compound related effects. The second phase of diis 
study was subsequently cancelled. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways In which these requirements may be met More specific 
guidelines may be found in the following: 

1 ) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1 994 (FR 48746). 


20 





OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “E’ - 5. 

3. Species (common name) Rabbits of animals used in this study. 

5. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Three rabbits were found dead with no prior clinical signs and two rabbits were euthanized after 
displaying compound related effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the agency, tiie Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 1 3. 1 02): 

The general reference is 21 CFR 31 2.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 
guidelines may be found in the following: 

3) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

4) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1 994 (FR 48746). 
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OPTIONAL COLUMN E EXPLANATION FORM 


(b)(4) 


1 . Registration Number; 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “E” - 3. 

3. Species (common name) Rabbits of animals used in this study. 

6. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Two rabbits were found dead with no prior clinical signs and one rabbit was euthanized after 
displaying compound related effects. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 

Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that this animal was experiencing pain or distress, it was 
euthanized. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 1 3.1 02); 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specific 

guidelines may be found in the following; 

5) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

6) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 


22 




OPTIONAL COLUMN E EXPLANATION FORM 




(b)(4) 


1. Registration Number: 22-R-0009 

2. Number of animals used in this study - 30. Number of animals classified as category “E’ - 9. 

3. Species (common name) Rabbits of animals used in this study. 

7. Explain the procedure producing pain and/or distress. 

These animals were dosed with a pharmaceutical compound. 

Six rabbits were found dead with no prior clinical signs and three rabbits were euthanized after 
displaying compound related effects. 

5 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 

Federally mandated testing, see question 6 below) 

As soon as there were signs indicating that these animals were experiencing pain or distress, they 
were euthanized. 

6. What if any, federal regulations require this procedure? Cite the 

Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines 
available from the FDA that describe ways in which these requirements may be met More specrfic 

guidelines may be found in the following: 

7) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals 
published in the Federal Register on November 25, 1 997 (62 FR 62922). 

8) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal 
Register on September 22, 1994 (FR 48746). 
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This report ts require<J dy law (7 USC 2143). Failure to report according to tfie regulations 
can 


UNITED b TATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUVNT HEALTH INSPCCTION SERVICE 


See attacned form for 
additional information 


Interagency Report Control No.: 


1. CERTinCATE NUMBER: 22-R-0028 

FORM APPROVED ! 


0MB NO. 0573^36 j 

CUSTOMER NUMBER: 1 08 

! 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

» 

New Brunswick, NJ 


Bristol-Myers Squibb Company 
P.O. Box 4000 
Princeton, NJ 08543 

Telephone: (609) -252-4000 
Attachment A #2 


0 4 2002 


3. REPORTING FACILITY ( Usi all locauons wrtere animals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary ) 


FACILTTY LOCATIONS ( SitM ) • See Atached Listing 

^REPORT OF ANIMA^^USE^B^O^UNOE^CON^RO^O^RESEARC^FACIL^^^Attac^addltlonalshee^HMecesaa^oruis^APHI^ForrT^OSslM 


Animals Covered 
By The Animal 
Welfare Regulations 


Numoer of 
animals being 
bred. 

conditioned, or 
held for use m 
teaching, 
testing, 
expenmen ts. 
research, or 
surgery but not yt 


Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain* 
relieving drugs. 


Number of animals 
upon which 

expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 


E. Number of animals upon which teaching, 
expenments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of apprepnate 
anesthetic, analgesic or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
produang pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


95 


0 


267 


0 



4. Dogs 


5. Cats 


6. Guinea Pigs 


/ 7. Hamsten 


8. Rabbits 


9. Non-buman Primate 


10. Sheep 


11. Pi^s 


12. Other Farm Animals 


1} Profetaionally acceptable staridarda governing the care, treatment, and use of emmsis. indudtng appropriate use of anestetic analgetic arxl tranquilizing drugs, pnor to, during, and following 
actual reaaarch, teaching, tastino. surgery, or e x pen m ent ati on were followed by thit research faolity. 

2) Each pnnopal investigator has considered altemativee to painful prooedurea. 

3) This faolity is adhering to the standwris and regulationa isider the Act, and it has required that axcaptions to the standards srxl regulations be specified and explained by the pnnopal 
investigator and approved by the institutional Animal Cara and Uae Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying tha 
lACUC-approved oxcepbons. this summary includes abnef sj^anation of the exceptions, as wall as the tpedes and numbsr of animals affected. 

4) The attending vAtwmAnM for this rssAMrh faeilitv.hss sncvccyiste authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


signature of C.£ 


IFICATION BY HEADQUARTERS RESEARCH FACILfTY OFFICIAL 
sf Executiva Officer or Legally Responsibia Institutional Official ) 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Prmt 



APHIS FORM 7023 
( AUG 91.) 


iich IS obsolete. 
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Special Use; 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 


2. Number; 190 of animals used in studies. 


3. Species (common name); Rabbits of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The Eleven Rabbits included in column “E" was used in routine toxicity studies of new 
pharmaceutical compounds. New pharmaceutical compounds administered by the oral 
route{s) elicited a range of side effects some adverse, which are attributed to compound 
administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human . 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 


special Use; 


Column E Explanation 


0 4 2002 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number; 22-R-0028 


2. Number ; 3 of animals used in studies. 


3. Species (common name): Cynomolgus Macaque of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The one cyno included in column “E” was used in routine toxicity studies of new 
pharmaceutical compounds. New pharmaceutical compounds administered by the oral 
route(s) elicited a range of side effects some adverse, which are attributed to compound 
administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonciinical Safety Studies For The Conduct Of Human 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 




The following lACUC - approved exceptions to the dog exercise plan and Non-human 
primate plan for environmental enhancement also occurred between October 1, 2001, and 
September 30, 2002. Our dogs are given the opportunity for routine self-exercise in 
spacious indoor-outdoor runs. During the USDA accounting for research use, October I, 
2001, to September 30, 2002 approximately 202 of the dogs listed in column C and D on 
our Form 7023 spent one to three separate twenty-four hour periods (depending on the 
length of the study) in housing cages designed to collect urine metabolites. These urine 
collections are a required step in TOA/CLP required study conduct under CFR 21 58.3. 
Due to the critical nature of obtaining proper study data from the urinary output, the New 
Brunswick lACUC approved the suspension of the dog exercise program for scientific 
reasons during the 24-hour period in which urine is collected. After urine collection is 
complete the dogs are immediately returned to their housing runs and again given the 
opportunity for daily self-exercise. 

Also during research use between October 1, 2001, and September 30, 2002, three Non- 
human primates listed in column B and C of our 7023 form were allowed by the BMS 
New Brunswick lACUC to be housed for a period of time singularly for their own safety 
and well being. They were deemed by our Clinical Veterinarian to not be compatible 
when housed in groups of 2 or 3 as were the other Non-Human primates listed in 
categories B and C for this reporting period. During the time these monkeys remained 
housed singularly they received an additional enrichment program as recommended by 
our clinical Veterinarian 


Sincerely, 


(b)(6), (b)(7)c 


C 


Dr. D. M. Stark D24-01 
609-252-4820 




This reocrt is required by law (7 USC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional information 


Interagency Report Control No. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. CEL.. FICHTE NUMBER: 22-R-0028 
CUSTOMER NUMBER: 168 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Wallingfod, CT 


Bristol Myers Squibb Company 
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Princeton, NJ 08543 
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2002 


Z. REPORTING FACILITY ( Lst all locations where animals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary ) 


FACILTTY LOCATIONS ( SitM ) * See Atached Listing 


I^EPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessary or use APHIS Form 7Q23A ) 
A. B. Number of I C. Number of D. Number of animals E. NurrOer of anirrals uoon which ^eachina. 


Animals Covered 
By The Animat 
Welfare Regulations 


B. Number of 
animals being . 
bred. 

conditiorted, or 
held for use m 
teaching, 
testing, 
expenments. 
research, or 
surgery but not y« 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
patn, distress, or 
use of pain- 
relieving drugs. 


0. Number of animals 
upon which 
expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 


E. Number of animais upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments, 
surgery, or tests. ( An explanation of the procedures 
produong pain or distress in these animals and the 
reasons such drugs were not used nxist be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


/ 7. Hamsters 


8. Rabbits 


9. Non-human Phmate 


10. Sheep 


1 1 . Pigs 


1 2. Other Farm Animals 


36 


0 


56 


25 


129 


38 


0 


0 


0 


13. Other Animais 


' G 


9 

214 

23 - 

-351 

55 




ASSURANCE STATEMENTS 


1 ) Proieuionelly aeeaptabi* standards govaming tha cars, traaonant. and uas gf amnala, including appropriata use oT aneatatie, artalgaate, and tranquilizing dnjgs. prior to, durina and (ollawing 
actual raasarch, tsacning, taatirtg, sugary, or ai^ariinantation war* (oUowad by lh>* raaaatcn facility. 

2) Esch principel invertigetor has considorsd aitem^ivas to paintUl procaduras. 

3) This fadiity ia adharing to tha standards and ragulatiohs undar tha Act, and it has required that exceptions to the standards and regulations be specified and explained by the prindpal 
invastigaior and approved by tha Institutional Animal Cara and Use Comn^aa (lACUC). A sunmury of all such exceptions is attached to thla annual report In addition to identifying the 
lACUC-approvad axcaptiona, this summary indudaa a brief explanation of tha axcaptions. aa well at tha speoas end number of animals affactad. 

4) The attending vatarinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
























































special Use; 


IjCf .. , 

Column E Explanation ' ■' 20U2 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1 . Registration Number: ' 22-R-0028 

_of animals used in this study, 
of animals used in the study. 

4.- Explain the procedure producing pain and/or distress. 

Gerbils were used in a study to assess the therapeutic efficacy of . 
antidepressant and anxiolytic compounds. Gerbils were dosed with test 
compounds either orally or parenterally . Fifteen to sixty minutes after dosing, 
the gerbils were placed individually into a 10" high, 7" diameter glass beaker 
filled with 22-26° C water to a level of 6.5". For a period of 6 minutes the 
gerbil's swimming behaviors were evaluated and measured (ex. mmmobility, climbing, 
swimming). Subjects were closely monitored during the study. At the conclusion 
of the study gerbils were euthanatized with carbon dioxide. 


2. Number 


3. Species (common name) gerbil 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, 
see Item 6 below) 

The use of analgesics or anesthetics to xelieve the distress associated 
with this procedure would interfere with the assessment of novel compounds 
for the treatment of anxiety and depression. This behavioral paradigm is 
used to detect potential antidepressants and anxiolytics which produce their 
pharmacological effects through similar mechanisms of action as the analgesics 
;and anesthetics. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency C FR, 



This report is required by law (7 DSC 2143). Failure to report according to the regulations 
can 
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c 0 . 


^ 2002 


3. REPORTING FACILITY ( List alt locations where animals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sneets if necessary ) 



FACILnY LOCATIONS { Sites ) - See Atached Listing 


F 


REPORT OF ANIM/.LS USED BY OR UNDER CONTROL OF RESEARCH FACILITY / Attach additional sheets If necessary or use APHIS Form 7023A \ 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expen ments. 
research, or 
surgery but not ye 


C. Number of 
animals uoon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain* 
relieving drugs. 


D. Number of animals 
upon which 
expenments. teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 


E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conduced involving accompanying pain or distress 
to the animals artd for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affeCed the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used rnust be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


/ 7. Hamsters 


8. Rabbits 


9. Norvhuman Primate 


10. Sheep 


11. Pi^s 


1 2. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS . 


1 ) ProfessKxially acceptable standards govamino the care, traetmenL and use qf animels, including appropnate use of anestetic, analgesic, and tranquilizing drugs, prior to. dunng, and foliowif>g 
actual research, teaching, testing, surgery, or axperimerttation were followed by this reseerch facility. 

2) Each principal investigctor has oonaiderod altamativea to painful procedursa. 

3) This facility is adh^rig to tfie standards and regulatior^ urtdar the Act, and it hea required that exceptions to the standards and regulations be specified and explained by the prindpai 
investigator and approved by the tnstitutionat Animal Care and Use Committee (lACUC). A summary of alt such exceptions la attached to thia annual report In addition to idantifyir>g the 
IACUC-<approvad exccptk>ne, this sUiViiery indudea a brief explanation of the sooceptions. aa well as the spedes and number of animals affected. 

4) The atterxllng veterinarian for this fesea.',i’i fadlity has appropnate Mthority to ensure the provision of sdeqtMte vetariruuy cars and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
/ Executive Officer or Legally Responsible Institutional Offldal ) 


SIGNATURE OF C.E.O. O 


MAMP A Tm P np rt P n np IWSTmiTinMAL nFFIClAl t Ti/o« or Prmt 


DATE ^NEO 


APHIS FORM 7023 
( AUG 91 ) 


ch IS obsolete. 




























Column E Explanation 


-OEC 0 4 2002 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be witten so as to be understood 
by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 

2. Number of animals used in studies: 138 

3. Species of animals used in studies: Dogs 

4. Explain the procedure producing pain and/or distress. 

Of the 138 dogs used in routine toxicity studies of new pharmaceutical compounds at this site, 
38 were included in Column "E”. New pharmaceutical compounds were administered to 
these animals by the oral and intravenous routes. Some compounds administered by each of 
these routes elicited adverse side effects, which led to inclusion of these animals in "Column 
E”. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing, see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral and intravenous toxicity tests were performed in compliance 
with Good Laboratory Practice Regulations of the Food and Drug Administration (FDA). 

The use of anesthetic, analgesic, or tranquilizing agents was not possible in any of these 
studies because of their potential interference with the toxicity profile of the new 
pharmaceutical compounds being tested. 

Summary of Exceptions: 

fa 

A total of 75 dogs on 7 separate toxicity studies were exempted from exercise during the 
course of this reporting period. This was done for personnel safety reasons due to the 
characteristics of the compounds being tested. There were no other exceptions to USDA 
standards and regulations that applied to these animals during the reporting period. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS. 9 CFR. 
113.102): 

FDA: Guidance for Industry M3 Nonclinical Safety Studies For the Conduct of Human 
Clinical Trials for Pharmaceuticals, Federal Register, Vol. 62. November 25, 1997. Page 
62922. Docket No. 97D-0 1 47. 

C- 



Column E Explanation 



This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood 
by lay persons as well as scientists. 


1. Registration Number: 22-R-0028 

2. Number of animals used in studies; 211 

3. Species of animals used in studies: Nonhuman primates 

4. Explain the procedure producing pain and/or distress. 

Of the 2 1 1 nonhuman primates used in routine toxicity studies of new pharmaceutical 
compounds at this site, 1 8 were included in “Column E”. New pharmaceutical compounds 
were administered to these animals by the intravenous and oral routes. Some compounds 
administered orally elicited adverse side effects, which led to inclusion of these animals in 
“Column E’'. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing, see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies because 
of their potential interference with the toxicity profile of the new pharmaceutical compounds 
being tested. 

Summary of Exceptions: 

t» 

No exceptions to USDA standards and regulations applied to these animals during the 
reporting period. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR, 
113.102); 

FDA: Guidance for Industry M3 Nonclinical Safety Studies For the Conduct of Human 
Clinical Trials for Pharmaceuticals, Federal Register, Vol. 62. November 25. 1997, Page 
62922. Docket No. 97D-0 147. 


This report is repuireP Dy law (7 USC 2143). Failure to report according to the regulations See attached form for Interagency Report Control No.: 

can additional information 
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3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary } 


FAClLfTY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS UGCD BY OK UNDER CONTKOL OF RESEARCH FACILITY I Attach additional sheets If necessarv or use APHIS Form 7023A \ 


A. 

AnjmsIs Covered 

By The Animal 
Welfare Regulations 

B. Number of - 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

G. Number of 
animals upon 
which teaching, 
research, 
expehments, or 
tests were 
conducted 
invdving no 
pain, distress, or 
use of pain- 
reiieving drugs. 

D . Nui • it er o' animals 
upon vhid. 

expen men is. leaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 

E. Number of ammais upon which teaching. 

expenments. research, surgery or tests were 

conducted involving accompanying pain or ci stress 

to the animals and for which the use of appropnate 

anesthetic, analgesic, or tranquiiizing drugs would 

have adversely affected the procedures, results, or 

interpretation of the teaching, researdi. expenments. 

surgery, or tests. ( An explanation of the procedures 

produong pain or distress in these animals and the 

reasorts such drugs were not used must be attached to 
* 

F. 

total numb -r 

OF ANIM.LLS 

{ COLUMNS 
C+D+E) 

4. Dogs 

11 

20 

112 

2 

134 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamstef3 

0 

0 

0 

0 

0 

8. Rabbits 

0 

0 

165 

1 

166 

9. Non-human Primate 

5 

63 

12 

0 

75 

10. Sheep 

0 

0 

0 

0 

0 

i 

I 

s» 

Q. 

• 

0 

. .0 

.0 

0 . 

0 - 

12. Other Farm Animals 

0 

0 

0 

0 

0 



• 

f 

1 

1 



13. Other Animals 

0 

•O', 

0 

0 

0 

N 

•s 

* • 






, 1 

1 











1) Profetsionelly aoceptahie standards governing the cere, treetment, and use of entmels, including approphete use of anestetic; enelgesie. and trenquilizing drugs, prior to. during, and foUowing 
actual resewcn, teaching, testing, surgery, or e)d)erifnenUdion were followed by this research facility. 


2) Each principal investigator has considered altemetives to peinfdl procaduree. 


3) This facility is adhering to the standards arxl regulations under tha AcL and it has required that exceptions to the standards and reguietiorv be specified and explained by the phndpei 
investigator and approved by the Institutior^al Animal Cere ervl Use Committee (lACUC). A summary of all such exceptione Is attached to this annual report In addition to identifying the 
lACUC-epproved exceptions, this summery indudee a brief expienetiQn of the exceptions, as weli as the spades and numOer of animals sffeded. 




special Use: 


Column E Explanation 




This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number; 22-R-0028 


2. Number; 101 of animals used in studies. 


3. Species (common name); Dogs of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The 2 dogs included in column “E” were used in routine toxicity studies of pharmaceutical 
compounds. New pharmaceutical compounds administered by the oral route elicited a range 
of side effects some adverse, which are attributed to compound administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Oral toxicity tests were performed in compliance with Good 
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of 
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102); 

FDA; Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human 
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 



Special Use; 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, 
are not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number; 22-R-0028 


2. Number : 60 of animals used in studies. 


3. Species (common name): Rabbit of animals used in studies 


4. Explain the procedure producing pain and /or distress. 


The rabbit included in column “E” was used in routine toxicity studies of new pharmaceutical 
compounds. New pharmaceutical compounds administered by the intramuscular route 
elicited a range of side effects, some adverse, which were attributed to compound 
administration. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For federally mandated testing see Item 6 below) 

These studies were conducted as part of a series of tests leading to potential further drug 
development in humans. Intramuscular toxicity tests were performed in compliance with 
Good Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use 
of anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies 
because of their potential interference with the toxicity profile of the new pharmaceutical 
compounds being tested. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
■ Regulations (CFR) title number and the specific section number (e.g. APHIS, 9 CFR, 
113.102): 

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human 
Clinical Trials For Pharmaceuticals. Federal Register, Vol. 62, November 25, 1997, page 
62922, Docket No. 97D-0147. 


This report is require<l by taw (7 USC 2143). Failure to report according to the regulations can See reverse side lor Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional inlornnation. 018Q-DOA-AN 
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ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Experimental Station - Site 006 
Wilmington. DE 

1. REGISTRATION NO. 22-R-0028 
Customer number: 168 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Bristol-Myers Squibb Company Attachment E 

PO Box 4000 

Princeton, NJ 08543 OEC (j 4 2002 

Telephone Number: 609-252-4000 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or axperimentalion, or held for these purposes. Attach additional 
sheets if necessary.) 


FACIUTY LOCATIONS (Sitaa) 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Affacft ^/ditfona/ if AWjS 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

* 

B. Number ol 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number of 
animals upon 
which leachii»g, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain> 
relieving drugs. 

tt- Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, arulgcsic, or 
Iranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
cofMiucted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or Iranquilizing drugs vroukJ 
have adversely affected the procedures, results, or 
inierprelatioa of the teaching, research, 
experiments, surgery, or tests. (An exp/enefton ot 
the procedures producing pein or distress in these 
enimets end the remsons such drugs were not used 
must be alfached fo this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C 

O ♦ E) 

4. Dogs 

66 

105 

279 

4 

454 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

38 

112 

0 

150 

7. Hamsters 

0 

0 

521 


521 

8. Babbits 

95 

12 

1490 

2 

1599 

9. Non-human Primates 

0 

0 

0 

5 

5 

TO. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm AnimaJs 

0 

0 

0 

0 

0 







1 3. Other Animals 

0 

0 

0 

0 

0 





V 















I ASSURANCE STATEMENTS 


1 ) . Prolessiooally acceptable standards governing the care, treatment, and use ol animals, iftcluding approriate use of anesthetic, analgesic, and tranquillang drugs, prior to. during, 

and tollowing actual research, teaching, testing, surgery, or experimentation were followad by this research facility. 

2) . Each principal investigator has considered alternatives to painful procedures. 

3) . This tacility is adhering lo the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care af>d Use Committee (lACUC). A summary ol all such exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary tiKUudes a brief explanation of the exceptions, as well as the species and number ol animals affected. 

4) . The attending veterinarian for this research tacility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of 

animal care and use. 



CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certily thal the above is true, correct, and complete (7 U.S.C Section 2143). 


SIGNATURE OF &EC 

i. 

NAME A TITLE Of CEa OR INSTITUTIONAL OFFICIAL (Type or PrinO 

DATE SIGNED 


APHIS FORM 7023 iRedUces'VS FORlOl't^23‘'((!)CT 38). which is obsolete ) 
































































Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is notm 4 2D02 
official form and its use is voluntar\'. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of the explanation. A column E 
explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 22-R'0028 
Customer ID: 168 

Site Number: 006 Experimental Station 

2. Number of animals (total) used in this study: 12 

Number of animals, in this study, classified as Category E: 4 

3. Species of animal used in this study: Dog 

4. Explain the procedure producing pain and/or distress. 

Study Number: T02-2-3 

Length of Study: 10 days (toxicity study to evaluate the safety of a new drug 
candidate) 

Compound Class: CNS 

Dog #3614841 (3001M) Signs Onset: Day 5 

On study day 5, this dog experienced seizures, was in lateral recumbency, and 
demonstrated increased respiratory effort. Temperature was 1 0 1 . 1 F, heart rate 
1 00 bpm, and respiratory rate 28 bpm. The animal was euthanized within one 
hour after seizures were observed. This study was a 1 0-day toxicity study. The 
appearance of seizures was interpreted to be drug related. Anesthetics, analgesics, 
tranquilizers were not used at the outset of the study due to the potential to 
interfere with interpretation of study results. A complete necropsy was 
conducted, and tissues collected for histopathology. Previous signs included 
loose stool on day 2 and a small amount of emesis on day 3. 

Jb 

f 

Dog #3600050 (3002M) Signs Onset: Day 6 

On study day 6, this animal was lethargic, not eating, and had demonstrated 
seizure activity and increased respiratory effort. Temperature was 101.2F, heart 
rate 80 bpm, and respiratory rate 36 bpm. The study was a 10-day toxicity study. 
The decision was made to euthanize the animal since the seizure activity was 
thought to be an effect of the compound. These events occurred on a weekend. 
Appropriate staff were contacted in order to make the decision to euthanize. The 
animal was euthanized six hours after the observation of seizure activity. 
Anesthetics, analgesics, tranquilizers were not used at the outset of the study due 
to the potential to interfere with interpretation of study results. A complete 
necropsy was conducted, and tissues collected for histopathology. Previous 




clinical sitzns included loose stool on day 3 and a small amount of emesis on dav 
a. 

Dog #3608239 (3502F) Signs Onset: Day 6 

On study day 8. this animal demonstrated seizure activity and increased 
respiratory effort. Temperature was 100 F; heart rate 80 bpm; respiratory rate 40 
bpm; mucous membranes light pink in color, and capillary refill time 2 seconds. 
The study was a 10-day toxicity study. The seizure activity was thought to be 
related to an effect of the drug. The animal was euthanized approximately 1.5 
hours after the seizures were noted. Anesthetics, analgesics, tranquilizers were 
not used at the outset of the study due to the potential to interfere with 
interpretation of study results. A complete necropsy was conducted, and tissues 
collected for histopathology. Previous clinical signs included loose stool on day 
3. small amount of emesis on day 4, and seizure activity and lateral recumbency 
following dosing on days 6 and 7, from which the animal recovered. 

Dog #3608379 (3501F) Signs Onset: Day 5 

On study day 7, this animat demonstrated seizure activity, loose black tarry stool, 
lateral recumbency, and emesis. The doa was euthanized within 1.5 hours of 
noting signs. This was a 10-day toxicity study. Seizure activity was thought to be 
drug related. Anesthetics, analgesics, tranquilizers were not used at the out set of 
the study due to the potential to interfere with interpretation of study results. A 
complete necropsy was conducted, and tissues collected for histopathology. 
Seizure activity was noted on days 5 and 6. but associated with time of dosing and 
clinical recovery. 

Provide scientific justification why pain and/or distress could not be relieved. 

State methods used to determine that pain and/or distress relief would interfere 
with test results, (for Federally mandated testing, see Item 6 below). 

The use of anesthetics, analgesics or tranquilizers agents was not possible in 
any of these cases because of expected interference with the toxicity profile 
evaluation for this new pharmaceutical compound being tested. All 4 dogs 
were euthanized as soon as possible to relieve pain and distress. 

What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): 


Agency; NA 


CFR: NA 


Column E Explanation 


C 0 4 2QG2 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of the explanation. A column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Recistration Number; 22-R-0028 
Customer ID: 168 

Site Number; 006 Experimental Station 

2. Number of animals (total) used in this study: 50 

Number of animals, in this study, classified as Category E: 2 

3. Species of animal used in this study: Rabbit 

4. Explain the procedure producing pain and/or distress. 

Study Number: 2002/07/10A 
Length of Study: >30 days 
Compound Class: Cardiovascular 

Rabbits were anesthetized 35/5 mg/kg i.m. ketaniine/xylazine combination. 
Rabbits were shaved and prepared for aseptic (sterile) surgical procedure of the 
left femoral region. Anesthesia was maintained by 1 -2% isoflurane/oxygen 
inhalant by mask. 

An incision was made over the left femoral region. The left femoral artery was 
gently isolated form the surrounding tissues and ligated distally. Small forceps 
were placed under the arter}' to increase exposure. A second ligature was loosely 
placed proximally on the artery. A small incision (between the forcep jaws) was 
made in the artery to allow for insertion of a 3F Fogerty (balloon) catheter. The 
jaws of the forceps holding the artery up controlled any unwanted bleeding. The 
“balloon" catheter was inserted into the artery and advanced ~ 30cm into the 
aorta. The balloon was inflated (0.2 CC saline) and withdrawn to the 
aortic/femoral branch and deflated. This procedure was repeated three times and 
the balloon catheter was removed. The proximal ligature was tightened and the 
surgical site irrigated with sterile saline. A muscle and skin closure were 
performed with 4-0 PDS II “dissolving" sutures. Rabbits were recovered and 
given 5 mg/kg i.m. xylazine for post-op pain. Rabbits are maintained for 8-10 
weeks on high cholesterol diet. After 8-10 weeks have passed, the terminal 
portion of the experiment is performed under anesthesia. After recovery, even 
weeks out. some foot and skin sores have appeared (left leg only). Loss of use of 
leg(s) have occurred due to clot formation in the lower aorta. Upon examination, 
rabbits do react as if these sores are painful (loss of appetite or reflex response). 
Antibiotic ointment are applied and IM antibiotics can be used where necessary. 
Mutilation of sore and toes could be from compromised blood supply, unwanted 


clot formation, or nerve damage. These signs are treated as soon as they are 
observed. Surgical repairs (under anesthesia) are performed when needed. If 
surgical repair is not possible, rabbits are sedated and euthanized by I.V. 
barbiturate overdose. 

5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods used to determine that pain and/or distress relief would interfere 
with test results, (for Federally mandated testing, see Item 6 below). 

Although not apparent, some pain and or distress could be taking place for 
mutilations, loss of use of leg(s) and large sores to appear. However, only a small 
number of rabbits have appeared with these symptoms. When these symptoms 
appear, they are treated promptly. If a symptom becomes so severe (not 
responding to treatments) as to compromise normal physiologic function (as 
determined by DVM) and surgical repair is not possible, the rabbit is euthanized. 

6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): 


Agency: NA 


CFR: NA 


Column E Explanation 


0 4 2002 

This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of the explanation. A column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 22-R-0028 
Customer ID: 168 

Site Number: 006 Experimental Station 

2. Number of animals (total) used in this study: 5 

Number of animals, in this study, classified as Category E: 5 

3. Species of animal used in this study: Squirrel Monkeys 

4. Explain the procedure producing pain and/or distress. 

Study Number: 2001/10/11 A 
Length of Study: >30 days 
Compound Class: CNS 

Five monkeys are trained on a conflict procedure, used as an animal model of 
anxiety. In the presence of one stimulus, animals press a lever to obtain food and 
in the presence of another stimulus, animals press a lever for food but also receive 
a negative stimulation. This causes a decrease in response rate, an effect reversed 
by anxiolytic drugs. The negative stimulation is delivered to the tail and is 
contingent upon animal’s behavior. This electrical stimulation is of mild to 
moderate intensity (not to exceed 1 .5 ma) and is brief (less than 500 msec). No 
more than 20 stimulation events in a session are delivered. Animals quickly learn 
not to press the lever in the presence of the stimulus signaling food and 
stimulation so after the initial training period, few stimulation s are administered 
in the absence of drugs. 

5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods used to determine that pain and/or distress relief would interfere 
with test results, (for Federally mandated testing, see Item 6 below). 

The measure of anxiolytic effects in this procedure is the reversal of stimulation 
induced suppression of lever pressing. Therefore, during training, animats are 
subjected to stimulation in order to suppress their responding. This stimulation is 
"escapable” (if the animal does not press the lever, it will not receive stimulation). 
When this stimulation induced suppression of responding is reversed, the animals 
are subjected to more stimulation, but this reversal occurs only when auxiolytic 
drugs (tranquilizers) are administered. Since the main measure of the study 


depends on stimulation induced suppression of responding, pain relief would 
interfere with test results. 

What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): 


Agency: NA 


CFR: NA 


APPENDIX B 

Location of BMS - Research Facilities 
(Revised 9/26/02) 



Licensee/Registrant Name: Bristol-Myers Squibb Company 

Licensee/Registrant Number; 22-R-0028 


A. New Jersey (All within 35 mile radius) 

#1 Name/Department: 

Veterinary Sciences 

Address; 

Route 206 & Provinceline Road 


Lawrenceville, NJ 08648 

Building; 

G 1 and G2 

Floor/Room: 

NA 

Contact Person; | 

b)(6), (b)(7)c 1 

#2 Name/Department: 

Veterinary Sciences 

Address: 

One Squibb Drive 


New Brunswick, NJ 08903 

Building: 

83, 125, 133, and 134 

Floor/Room: 

NA 

Contact Person: 

(b)(6), (b)(7)c 

#3 Name/Department; 

Veterinary Sciences 

Address: 

76 Fourth Street 


Somerville, NJ 08876 

Building: 

NA 

Floor/Room: 

NA 

Contact Person: 

(b)(6), (b)(7)c 1 

#4 Name/Department: 

Veterinary Sciences 

Address: 

311 Pennington-Rocky Hill Road 


Pennington, NJ 08543 

Building: 

17 

Floor/Room: 

NA 

Contact Person; 

(b)(6), (b)(7)c 


Page 2 of 2 
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APPENDIX B (continued) 


Location of BMS - Research Facilities 
(Revised 9/26/02) 


Licensee/Registrant Name: 
Licensee/Registrant Number: 

B. Connecticut 

Name/Department: 

Address: 

Building: 

Floor/Room: 

Contact Person: 

C New York 

Name/Department: 

Address: 


Building: 

Floor/Room: 

Contact Person: 

D. Indiana 

Name/Department: 

Address: 

Building: 

Hoor/Room: 

Contact Person: 

E. Delaware 

Name/Department: 

Address: 

Building: 

Roor/Room: 

Contact Person: 


Bristol-Myers Squibb Company 
22-R-0028 


Bristol-Myers Squibb Company 
5 Research Parkway 
Wallingford, CT 06492-7660 
Vivarium 
N/A 


(b)(6), (b)(7)c 


Bristol-Myers Squibb Company 
POB 4755 

6000 Thompson Road 

East Syracuse, NY 13221-4755 

32,32A,6A 

N/A 


(b)(6), (b)(7)c 


Bristol-Myers Squibb Company 
2400 W. Lloyd Expressway 


101 

N/A 


(b)(6), (b)(7)c 


Bristol-Myers Squibb Company 
Rt. 141 & Henry Clay Road 
E400 
N/A 


(b)(6), (b)(7)c 


Page 3 of 3 


F;\LETTERS\USDA Combined Registration 2002A.doc 






Tms repc.t is reguireo by law (7 USC 21^3) Failure 'o report according to the regulations 

can 

See attached form for 
additional mforrriation 

Interagency Reoon Control No.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 

1. CERTIFICATE NUMBER; ^P-R-DO^O 

FORM APPROVED 

ANIMAL AND PIAUT HEALTH INSPECTION SERVICE 


OM8 NO. 0579-0036 


CUSTOMER NUMBER: 1 78 



Merck & Company, Inc. 


ANNUAL REPORT OF RESEARCH FACILITY 

126 E Lincoln Avenue 


(TYPE OR PRINT) 

Po Box 2000 RY8UM-1bO o 


Rahway. NJ 07065 



Telephone: (732)j^X-K«»X 594- 

6179 

1 3. REPORTING FACILITY ( List all locations where anirrals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary ) | 


FACILFTY LOCATIONS ( Sites ) - See Atached Listing 


[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach additional sheets if necessarv or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Arumai 
Welfare Regulations 

I 

i 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
expenments. 
research, or 
surgery but not y€ 

C. Number of 
animals upon 
whidi leaching, 
research, 
expenments. or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
expenments, teaching, 
research, surgery, or 
tests were conducted 1 

involving ‘ 

accompanying pain or 
distress to the animals 
and for which i 

appropnate anesthetic, a 

E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquiiizing drugs Nvould 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these aninnals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

38 

51 9 

1021 


1540 

5. Cats 



i 



i 

6. Guinea Pigs 

52 

2292 

489 

175 

2956 

7. Hamsters 

1 51 

2696 

73 


2769 

8. Rabbits 

37 

2909 

1598 

1 060 

5567 

9. Non-human Primate 

3478 

227 

967 


1194 

10. Sheep 






11. Pigs 






12. Other Farm Animals 






hnT*!^Fac; 

1 


3 


3 

13. Other Animals 






ferrets 


1 4 

150 


164 

gerbils 


60 

12 


72 








I ASSURANC E STATEMENTS 

1) Professionatty acceptahls standards governing tha care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and toanquilizing drugs, prior to, during, arxj followir>g 
actual research, teaching, testing, surgery, or experimentation were followed by thi^resewch facility. 


2) Each principal investigator has considered altMnatives to painful procedures. 

3) This facility is acttiering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the phndpai 
investigator ar>d approved by tha Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptk^s, as well as the spedes and mjmber of animats affected. 


4) The attending veterinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspeds of animal care and 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SlGNATU®^ nc r* c n no imcxiti mmiA ai nccir'iai 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL { Type or Print 

DATE SIGNED 

nh-zlori 


/S FORM 18-23 (OCT 88). which is obsolete. 



APHIS FORM 
( AUG 91 












































126 E Lincoln Avenue 

Rahway NJ 07065-4607 
COUNTY: UNION 

Telephone: 
(732) 594-6179 

203 River Rd 

Somerville NJ 08876 

COUNTY: SOMERSET 

Telephone: 
(908) 685-3846 

RD 1 Box 391 

Oxford NJ 07863 

COUNTY: WARREN 

Telephone: 
(908) 637-4427 

3535 General Atomics Ct 
San-Diego CA 92121-1140 
COUNTY: SAN DIEGO 

Telephone: 
(858) 202-5466 

WP44-201 

West Point PA 19486-0004 
COUNTY: MONTGOMERY 

Telephone: 
(215) 652-6232 

WP74-1 

West Point PA 1 9486-0004 
COUNTY: MONTGOMERY 

Telephone: 
(215) 652-6093 

PO Box 01 6960 (R289) 

Miami, FL 33136 

COUNTY: DADE 

Telephone: 
(305) 243-8912 

20256 SW 360* St 

Homestead FL 33034-4102 
COUNTY: DADE 

Telephone; 
(305) 245-1551 

PO Box 549 

Alice TX 78333 

COUNTY: JIM WELLS 

Telephone: 

(361)664-4984 

95 Castle Hall Road 

Yemassee SC 29945 

COUNTY: BEAUFORT 

Telephone: 

(843)589-5190 

466 Devon Park Drive 

Wayne PA 19087 

COUNTY: CHESTER 

Telephone; 
(215) 652-6232 

New Iberia Research Center 
University of Louisiana 

4401 W. Admiral Doyle Drive 
New Iberia LA 70560 
COUNTY: IBERIA 

Telephone: 
(337) 482-0250 


USDA Annual Report: October 1. 2001 - September 30, 2002 


Registration Number 22-R-0030; Merck & Co., Inc. 


EXPLANATION OF ITEMS IN COLUM E 


One hundred and seventy five guinea pigs were studied according to an lACUC-approved 
protocol to evaluate the efficacy of new antifungal compounds. The animals were 
exposed to virulent fungi and then treated with novel antifungal compounds. Only 
compounds that showed promising results in in-vitro tests were used. The minimum 
number of animals were used to provide reliable test results and the length of the study 
was limited to the time necessary to establish the model. The test animals were observed 
twice daily and moribund animals were euthanized. Commercially available anti-fungal 
compounds could not be used to treat the animals’ infections because they would 
interfere with the interpretation of the test result and defeat the purpose of the research. 

In addition, the interaction of pain-relieving agents with the novel compounds is 
unknown at this time. 

In addition, 1060 rabbits were studied according to another lACUC-approved protocol. 
Inflammation was induced in one paw of each animal to test the analgesic properties of 
novel compoimds. The minimum number of animals were used to provide reliable data 
and the length of the study was limited to 8 hours or less. Commercially available 
analgesics could not be administered because they would interfere with the interpretation 
of the da t a and defeat the purpose of the research. Professional veterinary medical care 
was provided throughout each study and any animals experiencing excessive or 
unexpected levels of pain and distress were removed from the study and euthanized. 



This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 

See attached form for 
additional information 

Interagency Report Control No.; 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PIANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0032 

CUSTOMER NUMBER: 1 80 

FORM APPROVED 

0MB NO. 0579-0036 

r.H" 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

VJ 

Hoffmann-La Rocha Inc. 

Research & Development Div. 

340 Kingsland Street 

Nutley.NJ 07110 NOV 2 0 2002 

Telephone: (973) -235-5000 

3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


\ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessary or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving dnjgs. 

D. Number of animals 
upon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of animals upon which teaching, 
expenments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used nnust be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

56 

175 

11 

29 

215 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

276 

0 

0 1 

276 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

37 

106 

0 

0 

106 

9. Non-human Primate 

12 

26 

25 

0 

51 

10. Sheep 

0 

0 

0 

0 1 

0 

11. Pigs 

0 

0 

0 

0 

0 

12- Other Farm Animals 











■ 

13. Other Animals 











C 





1 









[ ASSURANCE STATEMEM^ 


1 ) Professionally aocaptable standards governing the eve. treatmenL and use of animals, inducting appropriate use of WYestetic, aruUgesic, and tranc^uilizing drugs, prior to, duhr^. and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each prindpal investigator has cor»ldered altematives to painful procedures. 

3) This facility is adhering to the standards and regulaticsns urKler the Act, and it has rec^uired that exceptions to the standards and regulations be specified and explained by the prindpal 
irwestigator amd approved by the Institutional Animal Caro and Use Committee (lACUC). A summary of ail such exceptions Is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes ar^ number of animals affected. 


4) The attending vetennarian for this research fadiity has appropnate authority to ensure the provision of adec^te veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official } 

SIGNAl 1 NAME 4 TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print 

1 TinrvM As To FOffT 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). wriicn is obsolete. . p.r 

{ AUG 91 ) ^ LAW 

_ r ( kA 

:pt. 






























































special Use; 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: 22-R-0032 


2. Number of animals used in this study. 

3. Species (common name) Dog of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

A total of 29 dogs were used to evaluate drug candidates for clinical trials 
were identified as Category E. Twenty-four dogs were given a cytotoxic 
chemotherapeutic drug for the treatment of cancer and 5 dogs were given a 
glucose lowering drug for treatment of diabetes. During the studies, these 
dogs presented with clinical signs of lethargy, weight loss, diarrhea, 
inappetance, dehydration and ataxia. 

The studies were designed and conducted in accordance with the Food and 
Drug Administration guidelines. Veterinary personnel observed all animals 
daily and supportive care included fluids and nutritional supplements were 
provided . 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, 
see Item 6 below) 



i 6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102); 


Agency CF R 58.3(d) 


21 CFR 58.90 


NOV 2 9 2002 


This report is required by law (7 USC 2143). Failure to report according to the regulations 
can 


See attached form for 
additional information 


Interagency Report Control^o.; 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0036 
CUSTOMER NUMBER: 181 


Scherlng Corporation 
Schering-Plough Research Inst, 
2015 Galloping Hill Road 
Kenilworth, NJ 07033 


Telephone: (908) -298-4000 


FORM APPROVED 
0M8 NO. 0579-C036 


1 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or expenmentation. or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS { Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY / Attach additional sheets if necessarv or use APHIS Form 7Q23A \ 


A. 

Animals Covered 

By The Aniinai 
Welfare Regulations 

B. Number of - 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not y€ 

C. Number of 
aninnals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of amn^als upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of approphate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

0 

366 

159 

0 

525 

5. Cats 

0 

0 

25 

0 

25 

6. Guinea Pigs 

0 

4,498 

2,724 

0 

7,222 

7. Hamsters 

0 

0 

70 

0 

70 

8. Rabbits 

0 

482 

29 

7 

518 

9. Non-human Primate 

113 

443 

227 

0 

670 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

1 2, Other Farm Animals 

0 

0 

0 

0 

0 

GERBILS 

0 

2,180 

5,028 

0 

7,208 

13. Other Animats 











• 













I ASSURANCE STATEMENTS | 


1 ) ProfassionaiUy acceptable standards governing the care, treatment and use of animals, including approphate use of anastatic, analgesic, and tranquilizing drugs, pnor to, during, and following 
actual research, teachirtg, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to pairtful procedures. 

3] This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified arxl explained by the principal 
investigator and approved by the Institutional Animal Caro and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identrfyir>g the 
lACUC-approved exceptiorts, this summary includes a brief explanation of the exceptions, as well as the species arxj number of animals affected. 


4) The attending veterinarian for this research facility has appropriate autttority to ensure the provision of adequate vetahnaiy care and to oversea the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chiel Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF CEO OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTmjTIONAL OFFICIAL ( Type or Pnrif 

DATE SIGNED 




APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). which is obsolete. 

(AUG 91 ) 

s _ 



































































APHIS Form 7023 Site List 


The foliowing sites have been reported by the facility. 


Registration Number 22-R-0036 

Customer Number; 181 

Facility; SCHERING CORPORATION 

2015 GALLOPING HILL ROAD 
KENILWORTH, NJ 07033 
(908) 298-4000 


SCHERING-PLOUGH RESEARCH INST. S'f-f { 
P.O. BOX 32, ROUTE 94 
LAFAYETTE, NJ 07848 

RESEARCH INSTITUTE I 

2060 GALLOPING HILL RD 
KENILWORTH, NJ 07033 


Registration Number: 22-R-0036 


November 22, 2002 


Elizabeth Goldentyer, DVM 

UNITED STATES DEPARTMENT OF AGRICULTURE 

Animal and Plan Health Inspection Service 
Regulatory Enforcement and Animal Care 
Eastern Region Office 
920 Main Campus Drive 
Suite 200 

Raleigh, NC 27606 


Dear Dr. Goldentyer: 

Listed below are comments to accompany the annual report of research facilities for site 
number 1. 

Summary of exceptions to the regulations and standards: 

The environmental enrichment program has exceptions for social housing for some 
nonhuman primates. Twenty-five rhesus monkeys are housed separately due to special 
study requirements for controlling and monitoring food consumption as part of a research 
project. Six cynomolgus monkeys were housed separately for brief periods (1-21 days) 
while participating in drug metabolism or telemetric monitoring studies. Seven cebus 
monkeys were single housed during several studies to allow better individual observations 
and excluded from certain elevated enrichment devices. The justification was to increase 
their safety due to decreased motor skills possibly caused by test compounds. All the 
animals are included in all the other aspects of the environmental enrichment program. The 
protocols with the exemptions are approved by the lACUC and reviewed during the semi- 
annual program review. 

One exception to the canine exercise program is to be reported, it involved the use of 
special canine metabolism cages for drug metabolism studies. The canine metabolism 
cages provide greater than 1 00%, but less than 200% of required space for exercise. The 
period of time in the cages was approximately 24 hours. Positive human interaction was 
greatly increased during this period. The protocols with the exemption were approved by 
the lACUC and reviewed during the semi-annual program review. The studies were 
infrequent and involved only five laboratory canines. 


Listed below are comments to accompany the annual report of research facilities for site 
number 2. 

Summary of exceptions to the regulations and standards: 

Listed below are instances wherein animals were exempted from the pair housing 
requirement of our program for the psychological well-being of non-human primates. The 
duration of such exemptions varied according to the reason. The numbers of animals and 
reasons for such exemptions are herein listed: 



1. Two hundred and five cynomolgus non-human primates were exempted from social 
housing for periods of time when required for collection of individual clinical signs and 
required randomization of the animals in studies or during the quarantine period. The 
exemption from social housing was variable depending on the duration of the individual 
study. All study protocols were reviewed and approved by the lACUC. 


2. The Safety Evaluation Center has implemented new pair housing procedures for 
monkeys on most studies this year. Although, the new program greatly increases the 
number of pair housed non-human primates, the program has resulted in some 
temporarily single housed monkeys for reasons other than protocol, medical conditions 
and aggression. Reasons for temporary single housing include the lack of a suitable 
partner because of significant size differences, odd number of animals in the room 
and/or medical evaluation and treatment of only one of the partners. The number of 
primates temporarily single housed in this group was nine. 


General Column “E" Justification Statement; 


Listed below are the animals that retrospectively and prospectively may have experienced 
some pain or distress during the study for site 2. 

All the studies were performed under GLP standards for future FDA submission. The 
studies were approved the lACUC and conducted in accordance with FDA requirements 
[21CFR 312.23(a)(8), 21 CFR 58, 62 FR 62922, and 59 FR 48746]. Seven rabbits listed in 
column “E" were used in these standard toxicological investigations for new drug 
development. The rabbits developed unexpected terminal medical complications while 
participating on study. The rabbits retrospectively have been added to the column “E”. In 
regard to all studies, as a standard policy, the attending veterinarian is notified of any 
abnormal medical condition that may occur in any of the research animals. All animals are 
carefully monitored and if found to be in pain and/or distress during the course of the study 
are provided humane euthanasia. 



Th»s report is requ '^ed by law (7 USC 2143). Failure to report according lo the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


NOV 2 7 2002 


iee attached form for 
dditional information 


Interagency Report Control No. 


1. CERTIFICATE NUMBER: 

22-R-0040 

CUSTOMER NUMBER: 

689 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


Huntingdon Life Sciences, Inc. 

P.O. Box 2360 

East Millstone, NJ 08875 

Telephone: (732) -873-2550 



3. REPORTING Fy^lUTY ( List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACtUTY LOCATIONS ( Silas ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach additional sheets if necessarv or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Nunnber of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgeiy but not y€ 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 

E. Number of anirr^ais upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquitizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 

F. 

TOTAL NUMBER 

OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

1 

374 

77 

39 

490 

5. Cats 

0 

25 

13 

1 

39 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 




13. Other Animals 



325 

75 

36 

436 

250 

68 

18 

336 



115 

5 

36 

156 




ASSURANCE STATEMENTS 


1 ) Professioruiily acceptabla standards governing the care, treatment end use of animals, including appropriate use of anastatic, analgesic, and trar>quilizing drugs, prior to, during, and following 
actual research, teaching, tasting, surgery, or axparimentatjon ware followed by this research facility. 

2) Each pnndpai investigator has coruidared aJtamativas to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act end it has required that exceptions to the starKla^js and regulations be specified and explained by the principal 
investigator aruj approved by the Institutional Animal Caro and Use Committee (lACUC). A summary of ail such exceptions is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary irxriudes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


DATE SIGNED 
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Annual Report of Research Facility 
October 1, 2001 to September 30, 2002 
Huntingdon Life Sciences 
Registration Number 22-R-0040 


A) Explanation of Category E Studies 

Note: For all studies listed below, the Principal Investigator provided written justification to the 
Huntingdon Life Sciences Institutional Animal Care and Use Committee that agents may not be used to 
alleviate pain or distress due to the potential for interference with the compound under investigation. Use 
of these agents was withheld so as not to invalidate the evaluation of test compounds. 

Species Number of 

Category E 
Animals 


Study Type/Regulatory Reference Study Study 

Objective* Guidelines ^ 


Dogs 6 Animals were exposed to test compound via A 

intravenous administration for a single dose. 

Test article effects were evident, resulting in 
discontinuation of dosing in 6 affected animals. 

This study was based on an FDA mandated study design. 


Rabbit 5 Animals were exposed to test compound via oral gavage, E 

once daily for 2 weeks. The study was designed to 
determine preliminary toxicity assessment of the test article. 

Five rabbits died/euthanized due to test article effects. 

This study was based on an FDA mandated study design. 


Monkey 7 Animals were exposed to test compound via intravenous AD 

administration for 4 weeks. Dose was discontinued in 
seven animals exhibiting test article effects. This study 
was based on an FDA mandated study design. 


Monkey 4 Animals were exposed to test compound via intravenous AB 

administration once weekly for eight weeks. Test article 
effects were evident in 4 animals. Affected animals were 
euthanized. This study was based on an FDA mandated 
study design. 

Swine 1 1 Animals were to have been exposed to test compound via C 

dermal administration once daily, for 13 weeks. Due to test 
article effects, dose administration was discontinued after 3 
weeks. Eleven animals exhibiting test article effects were 
euthanized. This study was based on an FDA mandated 
study design. 
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Swine 5 Animals were exposed to test compound via oral gavage AD 

once daily for 28 days. Five animals were euthanized due 
to test article effects. This study was based on an FDA 
mandated study design. 

Swine 7 Animals were exposed to test compound via dermal C 

administration once daily for 28 days. Test article 
effects were evident in 7 animals. This study was based 
on an FDA mandated study design. 


Swine 13 Animals were exposed to test compound via dermal C 

administration once daily for 28 days. Test article 
effects were evident in 13 animals. This study was 
based on an FDA mandated study design. 


B) Explanation of Category E Animals in which the use of agents to alleviate pain or distress was 
not withheld. 


Species Number of Study Type/Regulatory Reference 

Category E 
Animals 


Study Study 

Objective* Guidelines ^ 


Rabbit 3 1 Animals were exposed to test compound via E a,b 

subcutaneous administration once daily for 2 weeks. 

Animals exhibiting test article effects received supplemental 
nutrition and were eventually euthanized. 


% 


Dog 3 Animals were exposed to test compound via 24 hour A 

infusion. Three animals exhibiting test article effects 
were treated with anti-emetics, fluids, and nutritional 
supplementation. Dose was discontinued and 
affected animals were euthanized. This study was 
based on an FDA mandated study design. 


Dog 23 Animals were exposed to test compound once via A 

subcutaneous administration. Twenty-three animals 
exhibited test article effects and were treated with 
analgesics and topical treatments. This study was 
based on an FDA mandated study design. 
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Dog I Animals were exposed to test compound via single AD c,d 

intravenous administration. One animal died as a result 
of test article effects. 


Dog 1 Animals were exposed to test compound via intravenous AF 

administration, three times. One animal was euthanized 
due to test article effect. This study was based on an FDA 
mandated study design. 

' Dog 4 Animals were exposed to test compound via intravenous A 

administration for 5 days. Test article effects were 
observed in 4 animals. Three were treated with analgesics, 
and one was euthanized. This study was based on an FDA 
mandated study design. 


Dog 1 Animals were exposed to test compound via oral gavage/ B c,d,e 

intravenous administration every 3 days. One animal was 
euthanized due to effects attributed to test article. 


Monkey 2 Animals were exposed to test compound via oral AD 

administration once daily for 2 weeks. One animal was 
treated with supplemental nutrition, and one animal 
was euthanized due to effects attributed to test article. 

This study was based on an FDA mandated study design. 

Monkey 2 Animals were exposed to test compound via intravenous A 

infusion. Two animals were euthanized due to effects 
attributed to test article. This study was based on an FDA 
mandated study design. 

Monkey 3 Animals were exposed to test compound via intravenous A 

administration for 5 days. Three animals exhibited test 
article effects. Dose was discontinued and animals were 
euthanized. This study was based on an FDA mandated 
study design. 

Cats 1 Animals were exposed to test compound via single AF 

intravenous administration. One animal was treated 
with analgesics for surgical complications. This study 
was based on an FDA mandated study design. 
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A Assessment of systemic toxicity 

B Assessment of cardiovascular effects/toxicity 

C Assessment of dermal irritation 

D Assessment of pharmacokinetics/ toxicokinetics 

E Assessment of matemal/embryo effects 
F Assessment of local toxicity (injection site) 


^ These studies were based on one of the following guidelines: 

a. ICH (International Conference on Harmonization of Technical Requirements for the Registration of Pharmaceuticals for 
Human Use) Harmonized Tripartite Guidelines, Detection of Toxicity to Reproduction for Medicinal Products: Federal 
Register V59, No. 183, Sept.22, 1994- Study Design 4.1.3, Study for Effects on Embryo-Fetal Development. 

b. Japanese Ministry of Health & Welfare, PAB/PCD Notification No. 316, April 14, 1997. 

c. Guidelines for General Pharmacology Studies, Japanese Ministry of Health & Welfare, PAB/NDD, Notification No. 4, 
January 1991. 

d. CPMP-986-96 Points to Consider, Cardiovascular Assessments, December 1997. 

e. ICH (International Conference on Harmonization), Topic S7, Safety Pharmacology. 


B) Summary of lACUC-approved exceptions to the Standards and Regulations: 


• 8 dogs were exempted from the exercise requirement for 5 days while on study, during data collection via 

subcutaneous telemetry implant. 

•• 4 dogs were exempted from the exercise requirement for 34 days during surgical recovery and test article 
delivery via continuous intravenous infusion. 

•• 10 dogs were exempted from the exercise requirement for 19 days due to surgical recovery and test article 

delivery via continuous intravenous infusion. 

•• 12 dogs were exempted from the exercise requirement for 27 days during surgical recovery and data collection 

via subcutaneous telemetry implant. 

•• 6 dogs were exempted from the exercise requirement for 6 days while on study, during data collection via 
subcutaneous telemetry implant. 

•• 10 dogs were exempted from the e.xercise requirement for 41 days during surgical recovery and data collection 

via subcutaneous telemetry implant. 

•• 6 dogs were exempted from the exercise requirement for 7 days while on study, in order to collect continuous 

metabolism samples. 


This rep'irt is requirea ; • law (7 USC 2143)- Failure 10 report according to the regulations 
can 
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See attached form for 
additional information 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 22-R-0041 
CUSTOMER NUMBER: i 73 


Becton Dickinson And Co. 
One Becton Drive 
Franklin Lakes, NJ 07417 

Telephone; (201) -847-6800 


Interagency Report Control No. 


FORM APPROVED 
0MB NO. 0579-0036 



3. REPORTING FACILITY ( List ail locations where animats were housed or used in actual research, testing, or expehmentation. or held for these purposes. Attach additional sheets if necessary ) 


FACILRY LOCATIONS ( Sites ) • See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if necessarv or use APHIS Form 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being , 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
uDon which 

experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Nurr^er of animals upon which teaching, 
experiments, research, surgery pr tests 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7, Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other AnimaJs 




ASSURANCE STATEMENTS 


1 ) Professionatly acceptable standards govaming tha cara, traatmanL arxj usa of animals, including apfxppriata use of anastatic, anaigasic. and tranquiiizing drugs, prior to, during, and fdiowing 
actual research, teaching, tasting, surgery, or axparimantation ware fbliowad by tfiis rasaarch facility. 

2) Each principal investigator has considered altamatrves to painful procadures. 

3) This faciiity is adhering to the standards and regulations under the Act and it has required that exceptions to the standards ar^ regulations be specified arvj explained by the principal 
investigator approved by the Iratitutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC-af^sroved exceptions, this summary ir^dudas a brief explanation of ttie exceptions, as well as the species and number of animals affected. 

4) The attendir^ veterinarian for this research facility has appropriate authonty to ensure the provision of adequate veterinary care and to oversee tfu adequacy of other aspects of animal care arxl 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible institutional Official ) 



DATE SIGNED 
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special Use: 


Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number:. 


jg- R-co</l 


2. Number 


HO 


.of animals used in this study. 


3. Species (common name) m oER. ^ of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 
O' i . i rv-Vrck^ecmciP 

/\ 4- Ca u5'<-S 






rfi TcJr. CTO 




jTT? 




^•-4dS irK-UcW^ c^.4W^/0% 

'' ' 4'VitfCi 


p£r\' roJ^ 0^ ‘ ^ 0 


c4> 


s ^ Kj(^ LiA(yr" 




5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, 
see Item 6 below) 

"pcv-irv Con^P^o(yx.S~€ -fK^C- 

n 5 i4 « ZiOc( o-r\ cc ctT 5S . 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency 


I~D4 ^ I CFR 

xs'o io9QZ: lO 


50 



FACIUTY LOCATIONS ( SitM ). SMAtachedUsUna 75 PaSSaiC A.Venue . 

Fairfield, NJ 07004 


REPORT OF ANIMALS USEO BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A \ 


Animals Covsrsd 
By The Animal 
Welfare Regulations 


Nurrber of 
animals being 
bled, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but net ye 


Number of 
animals upon 
v^Jeh teaching, 
research, 
experim^ents. or 
tests were 
conducted 
invdvirg no 
pain, distress, or 
use of pain- 
reileving drugs. 


Number of animals 
UDon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pair or 
distress to the animals 
arxl for v^ch 
appropriate anesthetic e 


E. Nurrber of animals upon wNch teaching, 

experiments, research, surgery or less were - 
conducted involving accompanying pain or distress 
to the animais and for which the use of appropiate 
anesthetic, analgesic or tranquiliaing drugs wcuic 
have adversely affected the procedures, results, cr 
interpretation of the teaching, research, expsrir-ents. 
surgery, cr tests. { An explanation of the procedures 
producing pain or distress in these arirrais and the 
reasons such drugs vwe not used must be attached to 


TOTAL NUMBER 
OF ANLVtALS 

( COLUMNS 
C + D+E) 



4. Dogs 


5. Cats 


6. Guinea Rgs 


7. Hamsters 


6. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animats 


1 ) Professionally ac ce pta b le standarda governin g the care. Ira e l m e n t, arrd uae of animals, iiKkjding appropriate use of aneatetfe analgesic VKl tranquiiizir^ drugs, pror tc during, and foilowing 

research, teuhing. testing, surgery, or experimentation were fdlowed by this research facility. 

2) Each principal investigator has considered alEamatlvea to painAii proceduras. 

3} This faditty is adhering to the standards and regulations under ti^e Act, and ft has required that exs^jtions to the standarda and regufationa be specified and e)q 3 lain«d by tha princpal 
hvestigator and approved by the institutionel Animal Care arvd Use Committee (lACUC). A summary of all such excaptions Is attached to this annual report In addition to identifying the 
lACUC-^roved exceptions, tttis sunvnaiy indudes a brief explanation of the exceptions, as well as the spedea and number of animela affbeted. 

4} The atter^dir^ vatarinarian for this research fadlKy hae appropriate authority to ensura the ;»ovisicn of edequ^ vatorinery care arxl to oversee the adequacy of othsr aspects of animal care and 























I 



Registration #22-R-0050 


COMMENTS. APHIS FORM 7023 


A. The 172 guinea pigs that experienced pain without benefit of analgesics or anesthetic 
during tests were used in the Kligman Skin Sensitization tests required for the 
connpliance with the Federal Hazardous Substance Act Regulation, the Federal 
Insecticide, Fungicide and Rodenticide Act regulation and the Toxic Substance Control 
Act regulation. The concomitant use of analgesic, anesthetic or tranquilizing drugs in 
these procedures, according to these regulations, would have adversely affected the 
interpretation of the results. 


B. The 29 rabbits that experienced pain without benefit of general analgesics or anesthetics 
during tests were used in eye and primary skin irritation studies required for the 
compliance with the Federal Insecticide, Fungicide and Rodenticide Act regulation and 
the Toxic Substance Control Act regulation. The concomitant use of analgesic, 
anesthetic or tranquilizing drugs in these procedures, according to these regulations, 
would have adversely affected the interpretation of the results. 

It is the policy of the Toxicology Laboratory to use the minimum number of animals 
necessary to ascertain hazards associated with chemical insult for any sample tested. 
The welfare of laboratory animals used in toxicologic studies is an integral part of our 
laboratory policy. Test substances are flushed from the eye or removed from the skin 
site as soon as possible without compromising the test protocol. Animals receive local 
anesthetics, topical antibiotics and the best care available post-testing if chemical insult 
is minor. The Study Director examines all animals involved in studies where a test article 
is rated a severe eye or skin irritant. Euthanasia by lethal injection of pentobarbital is 
performed if an animal is suffering. 


C. There were no lACUC-approved exception(s) to the regulations or standards. 



TF0RM\APHIS.02 


This repo, is rec.airud by l£w (7 USC 2143). Failure to report according to me regulations 

. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


See attached form for 
additional information 


1. CERTIFICATE NUMBER: 22-R-0069 
CUSTOMER NUMBER; 1 85 


Consumer Product Testing Co., Inc. 
70 New Dutch Lane 
Fairfield. NJ 07004 


Interagency Report Control No. 


FORM APPROVED 
0MB NO. 0579-0036 





Telephone: EQ}) -808*7111 


3. REPORTING FACILITY ( List ail locations where animais were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additionai sheets if necessary } 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A \ 


Animais Covered 
By The Animal 
Welfare Regulations 


Number of 
animais being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
approphate anesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 


4. Dogs 


5. Cats 



6. Guinea Pigs 

97 

3273 

0 

315 

7. Hamsters 

0 

42 

0 

6 

8. Rabbits 

16 

1118 

0 

77 



9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



1) Prxrfessionaily acceptable standards governing the care, trealment, arKi uae of artimala, inctucKng appropriate use of aneatetic, analgesic, and trant^lizing drugs, prior to, during, and followir^g 
actual research, teaching, testing, surgery, or experimentation were followed by this research fadlity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This fadlity is adhering to the standards and regulations under the AcL and it has required that exceptions to tfie standards and regulations be specified and explainad by the prindpal 
investigator and approved by the institutional Animal Cara and Use Cormnittee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research fadlity has appropriate authority to wisure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 


DATE SIGNED 

ll/25/O; 



































Consumer Product Testing Co 


iiST M)7" 


Facility Registration Numbe/: 22-R-0069 

The animals listed in Colunm E of APHIS Form 7023 included 315 guinea pigs, 6 
hamsters and 77 rabbits. The rabbits and hamsters were used on irritation studies. These 
studies are used to determine the dermal, ocular or oral mucosa irritation potential of the 
articles tested. The guinea pigs were used on sensitization studies. These studies were 
used to determine the sensitization potential of the products tested. 

In all cases the “procedures producing pain or distress” were either the injection of an 
adjuvant or the application of an irritating substance to the animal(s) in question. The 
sponsors of these studies had indicated that the use of anesthetics or analgesics might 
have interfered with the interpretation of the test results. 

As a contract facility, we are not always aware of the nature of the articles being tested 
and rely upon our sponsors to responsibly determine the appropriateness of the use of 
anesthetics and/or analgesics. 

At the USDA’s suggestion, we have included in Column E animals exhibiting maximum 
irritation scores in the above mentioned study types but not necessarily having exhibited 
behavioral responses normally associated with pain or distress. In cases where an animal 
had exhibited a behavioral response normally associated with pain or distress, the 
response was no more than momentary but the procedure was recorded as “painful” 
nonetheless. 


This report is submitted for the exclusive use of the person, partnership, or corporation to whom it is addressed, and neither the report nor the 
name of these Laboratories nor any member of its staff, may be used m connection with the advertising or sale of any product or process 
without written authorization. 


70 New Oureh LtUic' • 


RiirticUl. New .kTse\ 07004-2.“ 14 • |07:o 808-7 1 1 1 * FcV\ 1073) 808-7234 


I 


This report is resUiro-d by law {7 USC 2143). failure lo report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


NOV 2 9 2002 See attached form for 


additional informabon 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER; 22-R-0082 
CUSTOMER NUMBER: 1 QQ 


Product Safety Labs, Inc. 
2394 Route 130 
Dayton, NJ 08810 

Telephone: (732) -438-5100 


Interagency Report Control 


FORM APPROVED 
0MB NO. 0579-0036 


y\ 


3. REPORTING FACUJTY ( Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILFTY LOCATIONS ( Sites ) • See Atached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILFTY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) 



Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


11. Pigs 


12. Other Fann Anmriais 


13. Other Animals 


Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
sirgery but not ye 




Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
useof paifv 
relieving drugs. 


Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were cxjnducted 
irrvolving 

accorrpanying pain or 
distress to the anirrals 
and for which 
appropriate ariesthetic, a 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or trarvquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



ASSURANCE STATEMENTS 


1) ProfessionaHy aoo^itable standards governing the care, treatment, arxl use of snimats . including appropriate use of ar^otic, ar^aigesic. and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or axperimentation were followed by this research facility. 


2) Each 


investioator has considered attematives to painlUi procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regutatiora be specified and explained by the priryrtpal 
investigator and approved by the Institutioruti Animal Care and Use Committae (lACUC). A summary of alt such exceptlorts Is attached to this annual report In addition to idecrtifykig the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as wen as the spades and number of animals affected. 

4) The attending vetarinafian for this research facility has i 4 )propoate authority to ensure the providon of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
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Registration Number: 22-R-0082 


ATTACHMENT TO USDA/APHIS ANNUAL REPORT OF RESEARCH FACILITY 

EXPLANATION OF COLUMN ENTRIES 
1 0/0 1 /0 1 through 9/30/02 


140 Rabbits — Eye Irritation Test (OPPTS 870.2400): Three (3) of these animals vocalized 
following instillation of the test compound but immediately became calm after they were returned 
to their cage. Therefore, anesthetic was not considered. Although the remaining animals did not 
exhibit overt signs of pain or distress, they exhibited ocular irritation scores above an arbitrary 
threshold and were considered to be in distress as a result of their exposure to the test compound. 
Although in the eye irritation test ocular anesthetic may be used prior to instillation, repeated 
and/or prolonged anesthetic use could retard healing and possibly lead to collateral irritation 
and/or subsequent corneal infection. Therefore, ocular anesthetic was not used on the animals 
evidencing ocular irritation scores above this established threshold limit. 


15 Rabbits - Dermal Irritation Test (OPPTS 870.2500): All animals exhibited eschar and/or 
corrosion at the dose site, which could indicate possible necrosis of the skin. In all cases, the area 
of exposure and subsequent skin damage was < 1 in". Continuous or prolonged use of topical or 
systemic anesthetic agents during dermal irritation tests was not considered appropriate since it 
could lead to study complications including increased irritation and delayed healing. The use of 
analgesic agents would be inappropriate in these studies due to resultant anti-inflammatory effects 
that could mask the indicators of irritation. If used, they might significantly alter the effects of 
the test compound and compromise study results. 

248 Guinea Pigs - Dermal Sensitization Test (OPPTS 870.2600): Similar to the dermal 
irritation test noted above, these animals e.xhibited eschar and/or corrosion at the dose site, which 
could indicate possible necrosis of the skin. In all cases, the area of e.xposure and subsequent skin 
damage was < 1 in". Continuous or prolonged use of topical or systemic anesthetic agents during 
dermal sensitization tests was not considered appropriate since it could lead to study 
complications including increased irritation and delayed healing. The use of analgesic agents 
would be inappropriate in these studies due to resultant anti-inflammatory effects that could mask 
the indicators of sensitization. If used, they might significantly alter the effects of the test 
compound and compromise study results. 


This report is required by law (7 USC 2143). Failure lo report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 
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0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
22-R-0108 


CUSTOMER NO. 
193 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

("TYPE OR PRINT) 



2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

EXXONMOBIL BIOMEDICAL SCIENCES. INC, 

P.O. BOX 971 

1545 ROUTE 22 EAST 

ANNANDALE, NJ 08801-0971 


3. REPORTING FACILITY (List ail locations where animals were housed or used in actual research, testing, teaching, or expenmentation. or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSl'srfesJ 


EXXONMOBIL BIOMEDICAL SCIENCES. INC. 
ANNANDALE. NJ 08801-0971 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach addihonal sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred, 

cofKlitioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes 

C. Numberof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accomparrying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiiizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic.analgesic. or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 
0>E} 

I 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and trar>quiltzing drugs, pnor to. dunng, 
and folkswing actual research, teaching, testing, surgery, or expenmentation were followed by this research facility. 

2) Each principai investigator has considered altematives to painful procedures. 

3) This facility is acttiering to the standards arid reflations under the Act, and it has required that exceptions to the standards and regulations be specified «id explained by the 
principal investigator arxj approved by the Institutional Animal Care and Use Committee (lACUC). A summery of ail the exeepdons is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affeaed. 

4) The attending veterinanan for this research facility has appropriate authority to ensure the provision of adequate vetennary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is tnie, correct and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I 

I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/25/2002 



APHIS FORM 7023 
(AUG 91) 


(Raplacas VS FORM 1t.23 (Oct 88), whidi it obwict* 


PART 1 - HEADQUARTERS 































APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0108 

2/3. Species (common name) & Number of animals used in this study: 

Guinea Pigs (43) Rabbits (10) 


4. Explain the procedure producing pain and/or distress. 

Three study types were identified as potentially producing pain or distress in rabbits or guinea pigs at ExxonMobil 
Biomedical Sciences, Inc. (EM8SI) during the 2001 - 2002 APHIS census year. All three study types followed accepted 
regulatory or international test guidelines (OECD 404, 405 and 406) and were conducted for regulatory purposes. These 
study types and the related procedures are listed below: 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The animals were not treated for pain or distress because the effects of the anesthetic/analgesic agents on the study 
outcome were not known. In ocular irritation studies, recovery is a key endpoint. Anesthetic/analgesic agents may affect 
this recovery process and may even increase the severity of the response. In guinea pig sensitization studies, the animals 
must be observed for a designated period of time and in some instances be rechallenged to generate meaningful data. 
Also, in the ocular irritation and derma! irritation studies where the animals received only a single exposure, any pain or 
distress that may have occurred did not persist or progress, i.e., the responses observed were transient. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency: Ocular Irritation Studies - OECD, Organization for CFR: 

Economic Cooperation and Development, Guidelines for 
the Testing of Chemicals, Test Guideline 405, 1987 


This repof. ts required by law (7 USC 21*13). Failure to report according to the regulations 
can 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See attached form for 
additional information 


1. CERTIFICATE NUMBER: 

22-R-0127 

CUSTOMER NUMBER: 

12287 


Interagency Report Control No.; 


FORM APPROVED 
OM8 NO. 0579^036 r.'A 




ANNUAL REPORT OF RESEARCH FACILITY 

{ TYPE OR PRINT ) 


Ft Dodge Animal Health 
A Division Of Wyeth 
P 0 Box 5366 
Princeton, NJ 08543 

Telephone: (732) -631-5800 


QCT 


opjv: 

/•JU-L 



3. REPORTING FACILPTY ( Ust all locations where animals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILFTY LOCATIONS ( Sites ) • See Atached Listing 


report of animals used by or under CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not yc 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 
expenments. leaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pam or 
distress to the animals 
and for which 
appropnate anesthetic, a 


E. Number of animals upon which teaching, 
expenments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation of the procedures 
produong pain or distress in these animals and the 
reasons such drugs were not used must be attached to 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


10. Sheep 


1 1 . Pigs 


1 2. Other Farm Animals 


1 ) Professionally acceptable standards governing the care, treetmenL and usa of animals, including appropriate use of anestetic, analgesic, end trarx^ilizing dnjgs, phor to. during, and following 
actual research, teaching, tasting, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered altematives to patniy procedures. 

3} This facility is adherir^ to the standards and reguiatior^ under the Act. end it has required that exceptions to the standvds and regulations be specified and explained by the pnnopai 
investigator arxl approved by the Institutional Animal Care and Use Committee (lACUC) A summary of alt such exceptions is attached to this annual report, in addition to identifying the 
lACUC-approved exceptions, this summary includes a bnef explanation of the exceptions, as well as the spedes ar^ number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate vetenr^ary care and to oversee the adequacy of other aspects of animal care and 























USDA Annual Report - 2002 

Fort Dodge Animal Health 

Facility Registration Number: 22-R-0127 


Facility Locations: 


Quakerbridge and Clarksville Roads 
Princeton, New Jersey 08543 
(Note: This site closed June 30, 2002.) 


USDA Annual Report - 2002 

Fort Dodge Animal Health 

Facility Registration Number: 22-R-0127 


The 173 gerbils reported in Category E were used in efficacy testing of proprietary, novel 
compounds for in vivo anthelmintic activity. The test compounds were administered as a 

single oral dose. 

The gerbils were found dead during routine daily morbidity and mortality checks. 
Premonitory signs were not observed the day before. Therefore this finding was not 
anticipated. Because the interval between onset of signs, if any, and death could not be 
determined, an assumption has been made that these gerbils could have experienced more 
than transient pain or distress prior to death. 

This protocol was reviewed and approved the Institutional Animal Care and Use 
Committee. 


